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FEDERAL DEPOSIT INSURANCE
CORPORATION

12 CFR Part 324
RIN 3064—-AE12

Regulatory Capital Rules: Regulatory
Capital, Final Revisions Applicable to
Banking Organizations Subject to the
Advanced Approaches Risk-Based
Capital Rule

AGENCY: Federal Deposit Insurance
Corporation (FDIC).
ACTION: Correcting amendment.

SUMMARY: The FDIC is correcting a Final
Rule that appeared in the Federal
Register on July 15, 2015 (80 FR 41409),
regarding Regulatory Capital Rules:
Regulatory Capital, Final Revisions
Applicable to Banking Organizations
Subject to the Advanced Approaches
Risk-Based Capital Rule (“prior Federal
Register publication”). This publication
corrects a technical error in the
instructions to the regulatory text
appearing at page 41426 of the prior
Federal Register publication, where the
inadvertent omission of certain language
in the instructions to the FDIC’s
amendatory text in § 324.403 caused the
unintended deletion of § 324.403(b)(2)
through § 324.403(d) as published in the
Code of Federal Regulations.

DATES: The correction is effective April
15, 2016.

FOR FURTHER INFORMATION CONTACT:
Ryan Billingsley, Acting Associate
Director, rbillingsley@fdic.gov; or
Benedetto Bosco, Chief, Capital Policy
Section, bbosco@fdic.gov; Capital
Markets Branch, Division of Risk
Management Supervision, (202) 898—
6888; or Michael Phillips, Counsel,
mphillips@fdic.gov; Rachel Ackmann,
Counsel, rackmann@fdic.gov;
Supervision Branch, Legal Division,
Federal Deposit Insurance Corporation,
550 17th Street NW., Washington, DC
20429.

SUPPLEMENTARY INFORMATION: This
document sets out in full the text of
section 324.403 as adopted by the FDIC
Board of Directors, including the
revisions published in the Federal
Register of July 15, 2015 (80 FR 41426)
and the text inadvertently deleted in the
Code of Federal Regulations as 12 CFR
324.403.

List of Subjects in 12 CFR Part 324

Administrative practice and
procedure, Banks, Banking, Capital
adequacy, Reporting and recordkeeping
requirements, Savings associations,
State non-member banks.

12 CFR CHAPTERI Il

Authority and Issuance

For the reasons stated in the
preamble, the Federal Deposit Insurance
Corporation amends part 324 of chapter
III of Title 12, Code of Federal
Regulations as follows:

PART 324—CAPITAL ADEQUACY

m 1. The authority citation for part 324
continues to read as follows:

Authority: 12 U.S.C. 1815(a), 1815(b),
1816, 1818(a), 1818(b), 1818(c), 1818(t),
1819(Tenth), 1828(c), 1828(d), 1828(i),
1828(n), 1828(0), 18310, 1835, 3907, 3909,
4808; 5371; 5412; Pub. L. 102-233, 105 Stat.

1761, 1789, 1790 (12 U.S.C. 1831n note); Pub.

L. 102—242, 105 Stat. 2236, 2355, as amended
by Pub. L. 103-325, 108 Stat. 2160, 2233 (12
U.S.C. 1828 note); Pub. L. 102—-242, 105 Stat.
2236, 2386, as amended by Pub. L. 102-550,
106 Stat. 3672, 4089 (12 U.S.C. 1828 note);
Pub. L. 111-203, 124 Stat. 1376, 1887 (15
U.S.C. 780-7 note).

m 2. Section 324.403 is revised to read
as follows:

§324.403 Capital measures and capital
category definitions.

(a) Capital measures. For purposes of
section 38 of the FDI Act and this
subpart H, the relevant capital measures
shall be:

(1) The total risk-based capital ratio;

(2) The Tier 1 risk-based capital ratio;
and

(3) The common equity tier 1 ratio;

(4) The leverage ratio;

(5) The tangible equity to total assets
ratio; and

(6) Beginning January 1, 2018, the
supplementary leverage ratio calculated
in accordance with §324.11 for
advanced approaches FDIC-supervised
institutions that are subject to subpart E
of this part.

(b) Capital categories. For purposes of
section 38 of the FDI Act and this
subpart, an FDIC-supervised institution
shall be deemed to be:

(1) “Well capitalized” if it:

(i) Has a total risk-based capital ratio
of 10.0 percent or greater; and

(ii) Has a Tier 1 risk-based capital
ratio of 8.0 percent or greater; and

(iii) Has a common equity tier 1
capital ratio of 6.5 percent or greater;
and

(iv) Has a leverage ratio of 5.0 percent
or greater;

(v) Is not subject to any written
agreement, order, capital directive, or
prompt corrective action directive
issued by the FDIC pursuant to section
8 of the FDI Act (12 U.S.C. 1818), the
International Lending Supervision Act
of 1983 (12 U.S.C. 3907), or the Home
Owners’ Loan Act (12 U.S.C.
1464(t)(6)(A)(ii)), or section 38 of the
FDI Act (12 U.S.C. 18310), or any
regulation thereunder, to meet and
maintain a specific capital level for any
capital measure; and

(vi) Beginning on January 1, 2018 and
thereafter, an FDIC-supervised
institution that is a subsidiary of a
covered BHC will be deemed to be well
capitalized if the FDIC-supervised
institution satisfies paragraphs (b)(1)(i)
through (v) of this section and has a
supplementary leverage ratio of 6.0
percent or greater. For purposes of this
paragraph, a covered BHC means a U.S.
top-tier bank holding company with
more than $700 billion in total assets as
reported on the company’s most recent
Consolidated Financial Statement for
Bank Holding Companies (FR Y-9C) or
more than $10 trillion in assets under
custody as reported on the company’s
most recent Banking Organization
Systemic Risk Report (FR Y-15).

(2) “Adequately capitalized” if it:

(i) Has a total risk-based capital ratio
of 8.0 percent or greater; and

(ii) Has a Tier 1 risk-based capital
ratio of 6.0 percent or greater; and

(iii) Has a common equity tier 1
capital ratio of 4.5 percent or greater;
and

(iv) Has a leverage ratio of 4.0 percent
or greater; and

(v) Does not meet the definition of a
well capitalized bank.

(vi) Beginning January 1, 2018, an
advanced approaches FDIC-supervised
institution will be deemed to be
“adequately capitalized” if it satisfies
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paragraphs (b)(2)(i) through (v) of this
section and has a supplementary
leverage ratio of 3.0 percent or greater,
as calculated in accordance with
§324.11 of subpart B of this part.

(3) “Undercapitalized” if it:

(i) Has a total risk-based capital ratio
that is less than 8.0 percent; or

(ii) Has a Tier 1 risk-based capital
ratio that is less than 6.0 percent; or

(iii) Has a common equity tier 1
capital ratio that is less than 4.5 percent;
or

(iv) Has a leverage ratio that is less
than 4.0 percent.

(v) Beginning January 1, 2018, an
advanced approaches FDIC-supervised
institution will be deemed to be
“undercapitalized” if it has a
supplementary leverage ratio of less
than 3.0 percent, as calculated in
accordance with §324.11.

(4) “Significantly undercapitalized” if
it has:

(i) A total risk-based capital ratio that
is less than 6.0 percent; or

(ii) A Tier 1 risk-based capital ratio
that is less than 4.0 percent; or

(iii) A common equity tier 1 capital
ratio that is less than 3.0 percent; or

(iv) A leverage ratio that is less than
3.0 percent.

(5})) “Critically undercapitalized” if the
insured depository institution has a
ratio of tangible equity to total assets
that is equal to or less than 2.0 percent.

(c) Capital categories for insured
branches of foreign banks. For purposes
of the provisions of section 38 of the FDI
Act and this subpart H, an insured
branch of a foreign bank shall be
deemed to be:

(1) “Well capitalized” if the insured
branch:

(i) Maintains the pledge of assets
required under § 347.209 of this chapter;
and

(ii) Maintains the eligible assets
prescribed under § 347.210 of this
chapter at 108 percent or more of the
preceding quarter’s average book value
of the insured branch’s third-party
liabilities; and

(ii1) Has not received written
notification from:

(A) The OCC to increase its capital
equivalency deposit pursuant to 12 CFR
28.15, or to comply with asset
maintenance requirements pursuant to
12 CFR 28.20; or

(B) The FDIC to pledge additional
assets pursuant to § 347.209 of this
chapter or to maintain a higher ratio of
eligible assets pursuant to § 347.210 of
this chapter.

(2) “Adequately capitalized” if the
insured branch:

(i) Maintains the pledge of assets
required under § 347.209 of this chapter;
and

(ii) Maintains the eligible assets
prescribed under § 347.210 of this
chapter at 106 percent or more of the
preceding quarter’s average book value
of the insured branch’s third-party
liabilities; and

(iii) Does not meet the definition of a
well capitalized insured branch.

(3) “Undercapitalized” if the insured
branch:

(i) Fails to maintain the pledge of
assets required under § 347.209 of this
chapter; or

(ii) Fails to maintain the eligible
assets prescribed under § 347.210 of this
chapter at 106 percent or more of the
preceding quarter’s average book value
of the insured branch’s third-party
liabilities.

(4) “Significantly undercapitalized” if
it fails to maintain the eligible assets
prescribed under § 347.210 of this
chapter at 104 percent or more of the
preceding quarter’s average book value
of the insured branch’s third-party
liabilities.

(5) “Critically undercapitalized” if it
fails to maintain the eligible assets
prescribed under § 347.210 of this
chapter at 102 percent or more of the
preceding quarter’s average book value
of the insured branch’s third-party
liabilities.

(d) Reclassifications based on
supervisory criteria other than capital.
The FDIC may reclassify a well
capitalized FDIC-supervised institution
as adequately capitalized and may
require an adequately capitalized FDIC-
supervised institution or an
undercapitalized FDIC-supervised
institution to comply with certain
mandatory or discretionary supervisory
actions as if the FDIC-supervised
institution were in the next lower
capital category (except that the FDIC
may not reclassify a significantly
undercapitalized FDIC-supervised
institution as critically
undercapitalized) (each of these actions
are hereinafter referred to generally as
“reclassifications”) in the following
circumstances:

(1) Unsafe or unsound condition. The
FDIC has determined, after notice and
opportunity for hearing pursuant to
§308.202(a) of this chapter, that the
FDIC-supervised institution is in unsafe
or unsound condition; or

(2) Unsafe or unsound practice. The
FDIC has determined, after notice and
opportunity for hearing pursuant to
§ 308.202(a) of this chapter, that, in the
most recent examination of the FDIC-
supervised institution, the FDIC-
supervised institution received and has
not corrected a less-than-satisfactory
rating for any of the categories of asset

quality, management, earnings, or
liquidity.

Dated at Washington, DC, this 12th day of
April, 2016.

By order of the Board of Directors.
Federal Deposit Insurance Corporation.
Robert E. Feldman,

Executive Secretary.
[FR Doc. 2016-08717 Filed 4—-14-16; 8:45 am]
BILLING CODE 6714-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 106
[Docket No. FDA-2014-D-0044]

Exempt Infant Formula Production:
Current Good Manufacturing Practices,
Quality Control Procedures, Conduct
of Audits, and Records and Reports;
Guidance for Industry; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notification of availability.

SUMMARY: The Food and Drug
Administration (FDA or we) is
announcing the availability of a
guidance for industry entitled ‘“Exempt
Infant Formula Production: Current
Good Manufacturing Practices (CGMPs),
Quality Control Procedures, Conduct of
Audits, and Records and Reports.” The
guidance describes our current thinking
on the manufacturing of exempt infant
formula in relation to the requirements
for CGMPs, quality control procedures,
conduct of audits, and records and
reports that apply to non-exempt infant
formulas.

DATES: Submit either electronic or
written comments on FDA guidances at
any time.

ADDRESSES: You may submit comments
as follows:

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to http://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
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confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on http://www.regulations.gov.
¢ If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see ‘“Written/Paper
Submissions” and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand delivery/Courier (for
written/paper submissions): Division of
Dockets Management (HFA—-305), Food
and Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

e For written/paper comments
submitted to the Division of Dockets
Management, FDA will post your
comment, as well as any attachments,
except for information submitted,
marked and identified, as confidential,
if submitted as detailed in
“Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2014-D—-0044 for the “Exempt Infant
Formula Production: CGurrent Good
Manufacturing Practices (CGMPs),
Quality Control Procedures, Conduct of
Audits, and Records and Reports.”
Received comments will be placed in
the docket and, except for those
submitted as “Confidential
Submissions,” publicly viewable at
http://www.regulations.gov or at the
Division of Dockets Management
between 9 a.m. and 4 p.m., Monday
through Friday.

e Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on http://
www.regulations.gov. Submit both
copies to the Division of Dockets
Management. If you do not wish your
name and contact information to be
made publicly available, you can

provide this information on the cover
sheet and not in the body of your
comments and you must identify this
information as “confidential.” Any
information marked as “confidential”
will not be disclosed except in
accordance with 21 CFR 10.20 and other
applicable disclosure law. For more
information about FDA’s posting of
comments to public dockets, see 80 FR
56469, September 18, 2015, or access
the information at: http://www.fda.gov/
regulatoryinformation/dockets/
default.htm.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to http://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852.

Submit written requests for single
copies of the guidance to the Office of
Nutrition and Food Labeling, Center for
Food Safety and Applied Nutrition
(HFS—-850), Food and Drug
Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740. Send
two self-addressed adhesive labels to
assist that office in processing your
request. See the SUPPLEMENTARY
INFORMATION section for electronic
access to the guidance.

FOR FURTHER INFORMATION CONTACT:
Carrie L. Assar, Center for Food Safety
and Applied Nutrition (HFS—-850), Food
and Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740,
240-402-1453.

SUPPLEMENTARY INFORMATION:

I. Background

We are announcing the availability of
a guidance for industry entitled
“Exempt Infant Formula Production:
Current Good Manufacturing Practices
(CGMPs), Quality Control Procedures,
Conduct of Audits, and Records and
Reports.” Section 412(h)(1) of the
Federal Food, Drug, and Cosmetic Act
(the FD&C Act) (21 U.S.C. 350a(h)(1))
exempts an infant formula that is
represented and labeled for use by an
infant with an inborn error of
metabolism, low birth weight, or who
otherwise has an unusual medical or
dietary problem from the requirements
of sections 412(a), (b), and (c) of the
FD&C Act. These formulas are
customarily referred to as “‘exempt
infant formulas.” The guidance is
intended to describe the significance of
the regulations in 21 CFR part 106 for
the production of exempt infant

formulas. A final rule amending part
106 was published in the Federal
Register on June 10, 2014 (79 FR 33057).

In the Federal Register of February
10, 2014 (79 FR 7610), we made
available a draft guidance entitled
“Draft Guidance for Industry; Exempt
Infant Formula Production: Current
Good Manufacturing Practices (CGMPs),
Quality Control Procedures, Conduct of
Audits, and Records and Reports” and
gave interested parties an opportunity to
submit comments by May 12, 2014, for
us to consider before beginning work on
the final version of the guidance. We
received one comment on the draft
guidance, but the comment pertained to
infant formula ingredients and not to
the guidance itself. Consequently, we
did not modify the guidance in response
to the comment. However, we have
modified the final guidance where
appropriate to refer to the final rule that
was published in the Federal Register
on June 10, 2014. The guidance
announced in this notice finalizes the
draft guidance dated February 2014.

We are issuing this guidance
consistent with our good guidance
practices regulation (21 CFR 10.115).
The guidance represents the current
thinking of FDA on this topic. It does
not establish any rights for any person
and is not binding on FDA or the public.
You can use an alternative approach if
it satisfies the requirements of the
applicable statutes and regulations.

II. Paperwork Reduction Act of 1995

This guidance contains information
collection provisions that are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520). The collections of information in
21 CFR part 106 have been approved
under OMB control number 0910-0811.

II1. Electronic Access

Persons with access to the Internet
may obtain the guidance at http://
www.fda.gov/FoodGuidances or http://
www.regulations.gov. Use the FDA Web
site listed in the previous sentence to
find the most current version of the
guidance.

Dated: April 8, 2016.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2016—-08684 Filed 4-14—16; 8:45 am]
BILLING CODE 4164-01-P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 172
[Docket No. FDA-2012-F-0480]
Food Additives Permitted for Direct

Addition to Food for Human
Consumption; Folic Acid

AGENCY: Food and Drug Administration,
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA or we) is
amending the food additive regulations
to provide for the safe use of folic acid
in corn masa flour. We are taking this
action in response to a food additive
petition filed jointly by Gruma
Corporation, Spina Bifida Association,
March of Dimes Foundation, American
Academy of Pediatrics, Royal DSM N.V.,
and National Council of La Raza.
DATES: This rule is effective April 15,
2016. See section VIII for further
information on the filing of objections.
Submit either electronic or written
objections and requests for a hearing by
May 16, 2016. The Director of the
Federal Register approves the
incorporation by reference of certain
publications listed in the rule as of
April 15, 2016.

ADDRESSES: You may submit objections
and requests for a hearing as follows:

Electronic Submissions

Submit electronic objections in the
following way:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
Objections submitted electronically,
including attachments, to http://
www.regulations.gov will be posted to
the docket unchanged. Because your
objection will be made public, you are
solely responsible for ensuring that your
objection does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
objection, that information will be
posted on http://www.regulations.gov.

¢ If you want to submit an objection
with confidential information that you
do not wish to be made available to the
public, submit the objection as a
written/paper submission and in the

manner detailed (see “Written/Paper
Submissions” and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand delivery/Courier (for
written/paper submissions): Division of
Dockets Management (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

o For written/paper objections
submitted to the Division of Dockets
Management, FDA will post your
objection, as well as any attachments,
except for information submitted,
marked and identified, as confidential,
if submitted as detailed in
“Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2012-F-0480 for “Food Additives
Permitted for Direct Addition to Food
for Human Consumption; Folic Acid.”
Received objections will be placed in
the docket and, except for those
submitted as “Confidential
Submissions,” publicly viewable at
http://www.regulations.gov or at the
Division of Dockets Management
between 9 a.m. and 4 p.m., Monday
through Friday.

o Confidential Submissions—To
submit an objection with confidential
information that you do not wish to be
made publicly available, submit your
objections only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on http://
www.regulations.gov. Submit both
copies to the Division of Dockets
Management. If you do not wish your
name and contact information to be
made publicly available, you can
provide this information on the cover
sheet and not in the body of your
comments and you must identify this
information as “confidential.” Any
information marked as ““‘confidential”
will not be disclosed except in
accordance with 21 CFR 10.20 and other
applicable disclosure law. For more
information about FDA'’s posting of
comments to public dockets, see 80 FR
56469, September 18, 2015, or access
the information at: http://www.fda.gov/
regulatoryinformation/dockets/
default.htm.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to http://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Judith Kidwell, Center for Food Safety
and Applied Nutrition (HFS-265), Food
and Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740-
3835, 240-402-1071.

SUPPLEMENTARY INFORMATION:
I. Background

In a document published in the
Federal Register on June 13, 2012 (77
FR 35317), we announced that Gruma
Corporation, Spina Bifida Association,
March of Dimes Foundation, American
Academy of Pediatrics, Royal DSM N.V.,
and National Council of La Raza (the
petitioners), c/o Alston & Bird, LLP, 950
F Street NW., Washington, DC 20004—
1404, had jointly filed a food additive
petition (FAP 2A4796). Subsequently,
the March of Dimes Foundation
informed us that Alston & Bird, LLP,
was no longer representing the
petitioners and that the March of Dimes
Foundation would be the main contact
for the petition. The address of the
March of Dimes Foundation is 1401 K.
St. NW., Suite 900A, Washington, DC
20005. The March of Dimes Foundation
also informed us that Royal DSM N.V.
no longer was affiliated with this
petition. The petition proposed that we
amend the food additive regulations in
§172.345 Folic acid (folacin) (21 CFR
172.345) to provide for the addition of
folic acid to corn masa flour (CMF) at
levels not to exceed 0.7 milligrams (mg)
per pound (Ib) (154 micrograms (ug)
folic acid/100 grams (g) CMF). The
petition requested this fortification to
increase the folic acid intake for U.S.
women of childbearing age who
regularly consume products made from
CMF as a staple in their diet, including,
in particular, women of Latin American
descent (for example, Mexican
Americans), to help reduce the
incidence of neural tube defects (NTDs),
which are birth defects affecting the
spine, brain, and spinal cord. This final
rule is a complete response to the
petition.

Folic acid is the synthetic form of
folate, an important B vitamin essential
to fetal development and other body
functions. (Folate is the form of the
vitamin found naturally in food.) It is
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well recognized that pregnant women
with folate deficiency have a higher risk
of giving birth to infants affected with
NTDs, specifically spina bifida and
anencephaly. To reduce the incidence of
NTDs, the U.S. Public Health Service
(PHS) and Centers for Disease Control
and Prevention (CDC) recommend that
all women of childbearing age consume
0.4 mg (400 ug) of folic acid daily, in
addition to the consumption of
naturally occurring folate from the diet.
In response to this recommendation,
FDA began a mandatory folic acid
fortification program in 1998, requiring
folic acid to be added to enriched cereal
grains and cereal grain products that
have a standard of identity under 21
CFR parts 136, 137, and 139 at levels
ranging from 0.43 mg to 1.4 mg/lb of the
finished product (61 FR 8781, March 5,
1996) (1996 final rule).

Fortification with folic acid was
required for enriched cereal-grain
products that already had standards of
identity at the time the 1996 final rule
went into effect on January 1, 1998.
(Standards of identity are FDA
regulations that define a given food
product, its name, and ingredients that
must be used, or may be used, in the
manufacture of the food. They were
created to maintain the integrity of food
products and to ensure that foods meet
buyers’ expectations.) Many foods do
not have standards of identity,
including CMF. The amounts of folic
acid required in enriched cereal-grain
products (bread, rolls, and buns; wheat
flours; corn meals; farina; rice; and
macaroni and noodle products) were
specifically chosen to increase daily
folic acid consumption for women of
childbearing age without consumers in
the general population exceeding
established safe levels. In addition to
mandatory fortification of these foods,
folic acid may voluntarily be added at
specified levels in breakfast cereal, corn
grits, meal replacement products, infant
formula, foods for special dietary uses,
and medical foods (§172.345).

To support the safety of the proposed
uses of folic acid, the petitioners
submitted dietary exposure estimates of
folic acid from the proposed use in
CMF, as well as all dietary sources from
currently permitted uses of folic acid at
levels reported in the U.S. Department
of Agriculture’s Food and Nutrient
Database for Dietary Studies, which
represents the most current database for
nutrient composition in foods,
including folic acid found in fortified
foods. The petitioners included intake
from dietary supplements reported in
the National Health and Nutrition
Examination Survey (NHANES) 2001—
2008 datasets in their estimates. They

reported exposure estimates at the
median for several population groups
stratified by gender, race/ethnicity, and
age. The petitioners also reported
estimates of the percentage of the
different population groups whose
intake estimates exceeded the Tolerable
Upper Intake Levels (ULs) established
by the Institute of Medicine (I0OM) for
folic acid. The IOM UL is the highest
level of daily nutrient intake that is
likely to pose no risk of adverse health
effects to almost all individuals in the
general population. Generally, the UL
represents total intake from
conventional food, water and dietary
supplements.

Additionally, the petitioners included
over 300 scientific literature reports on
folic acid published through 2012. The
majority of these references concern
epidemiological studies that
investigated associations between folate
status or folic acid intake levels and
health outcomes. The petitioners
included some animal studies, most of
which focused on the mechanisms of
action of folic acid.

The petitioners also provided safety
information from the 1998 IOM Dietary
Reference Intake (DRI) report on folic
acid (Ref. 1). In the 1998 report, the IOM
established Recommended Dietary
Allowances (RDA) for folate and ULs for
folic acid. The petitioners also
presented safety reviews and data
evaluations on folic acid that were
conducted by various national health
agencies: United Kingdom (UK)
Scientific Advisory Committee on
Nutrition (Refs. 2 and 3); Food
Standards Australia New Zealand (Refs.
4 and 5); Food Safety Authority Ireland
(Refs. 6 and 7); and Health Council of
the Netherlands (Refs. 8 and 9). These
health agencies conducted thorough
reviews of scientific papers, published
through 2009, on the potential health
outcomes of folic acid intake.

II. Evaluation of Safety

To establish with reasonable certainty
that a food additive is not harmful
under its intended conditions of use, we
consider the projected human dietary
exposure to the additive, toxicological
data on the additive, and other relevant
information (such as published
literature) available to us. We compare
an individual’s estimated daily intake
(EDI) of the additive from all food
sources, including dietary supplements,
to an acceptable intake level established
by toxicological data. The EDI is
determined by projections based on the
amount of the additive proposed for use
in particular foods and on data
regarding the amount consumed from
all food sources of the additive. We

chose the 95th percentile of exposure as
a conservative representation of habitual
intake of folic acid by “high”
consumers.

As part of our safety evaluation of
folic acid fortification in CMF, we
conducted an updated literature search
for relevant scientific publications from
1998 through 2015. Results of our
updated literature search confirmed that
the petitioners adequately covered the
available published relevant safety
information on folic acid, and we found
only a few additional relevant
publications in our search.

A. Acceptable Daily Intake Level for
Folic Acid

In the 1993 proposed rule (58 FR
53305, October 14, 1993) and the 1996
final rule for mandatory folic acid
fortification in certain foods, we
adopted a safe upper limit of 1 mg per
day (d) of total folate intake for the
general population. This decision was
based on the recommendation of the
PHS that all women of childbearing age
consume 0.4 mg (400 pg) of folic acid
daily to reduce the risk of NTDs. The
PHS further reported that total folate
and folic acid consumption should be
maintained at levels under 1 mg/d
because high folic acid intakes could
mask the signs of pernicious anemia
thereby complicating the diagnosis of
vitamin B, deficiency (Ref. 10).

In its 1998 safety assessment, the IOM
concluded that, based on the weight of
the limited but suggestive evidence,
excessive folic acid intake may
precipitate or exacerbate neuropathy in
vitamin Bi,-deficient individuals and
justifies the selection of this endpoint as
the critical endpoint for the
development of a UL (Ref. 1). In its
dose-response analysis, the IOM
evaluated case reports of patients with
vitamin B, deficiency who developed
or demonstrated a progression of
neurological complications and who
had been treated with oral
administrations of folic acid. The data
from this analysis did not provide a no-
observed-adverse-effect level. Instead,
the IOM established a lowest-observed-
adverse-effect level (LOAEL) at the 5
mg/d dose based on the number of
reported cases of neurological
deterioration at certain doses of folic
acid.

An uncertainty factor of 5 was applied
to the LOAEL, establishing a UL of 1
mg/d for adults 19 years and older. This
UL was adjusted for children and
adolescents on the basis of relative
metabolic body weights and the
resulting values were rounded down.
For children 1 to 3 years of age, the IOM
established a UL of 300 pg/p/d; for



22178

Federal Register/Vol.

81, No. 73/Friday, April 15, 2016/Rules and Regulations

children 4 to 8 years of age, the IOM
established a UL of 400 pg/p/d; for
children 9 to 13 years of age, the IOM
established a UL of 600 pg/p/d; for
children 14 to 18 years of age; the IOM
established a UL of 800 ug/p/d. The
IOM determined that a UL for infants
could not be established because of a
lack of data on adverse effects in this
age group and concerns about the
infant’s ability to handle excess
amounts of folic acid (Ref. 1).

Folic acid intake of 1 mg/d is widely
recognized by different international
bodies as the safe or tolerable UL for
adults. This UL has been used by
different countries in the evaluation of
their fortification policies, including
Australia and New Zealand, the UK,
Ireland, and the Netherlands. In a
reevaluation in 2008, the European
Food Safety Authority (EFSA)
concluded that the evidence and dose-
response information on other health
endpoints were not sufficient to support
establishing a different UL (Ref. 11). We
reviewed available updated safety and
epidemiological studies published after
the publication of the 1998 IOM report
and found no scientific concerns that
would justify revision of the current
IOM ULs (Ref. 12).

B. Estimated Daily Intake for Folic Acid

The petitioners provided dietary
intake estimates for folic acid from the
proposed use in CMF and from all
current dietary sources, including
dietary supplements. In calculating
exposure to folic acid from foods, the
petitioners used food consumption data
from the NHANES 2001-2002 dataset,
which is based on one 24-hour dietary
recall survey, and from the NHANES
2003-2008 dataset, which is based on
two 24-hour dietary recall surveys. We
note that estimates of nutrient exposure
based on a single day of consumption
do not adequately account for within-
person variation in intake and can lead
to underestimation of population
variance, thereby underestimating the
exposure (Ref. 13).

In modeling folic acid exposure from
fortified CMF, the petitioners identified
103 foods as containing CMF. The
petitioners considered CMF as a non-

whole grain and used a proxy of non-
whole grains to estimate the amount of
CMF in each identified food item based
on the number of “ounce equivalents”
of non-whole grains present in each
food item. The petitioners’ estimate
indirectly determined the proportion of
CMF present in a grain product;
however, we typically use the weight
(e.g., gram, milligram) percentage of
CMF in each food item for dietary
exposure assessments. Based on our
review, we identified 118 foods
currently available on the market that
contain CMF as an ingredient. For these
reasons, we conducted our own
exposure estimate to folic acid for the
overall U.S. population 1 year of age
and older, excluding pregnant women,
and various population subgroups
stratified by age, gender, and race/
ethnicity, and for various percentiles of
intake.

Specifically, we calculated total
dietary exposure estimates for folic acid
that included exposure to folic acid
from currently fortified foods, dietary
supplements, and the proposed
fortification in CMF. We used
consumption data from the NHANES
2003-2008 database and a method for
estimating usual dietary intakes of foods
and nutrients developed by the National
Cancer Institute (http://
appliedresearch.cancer.gov/diet/
usualintakes/method.html.). Naturally
occurring food folate was not included
in the total folic acid exposure estimates
because the IOM ULs were established
for synthetic folic acid only.

The NHANES survey has five race/
ethnicity codes in its demographic data
file. According to NHANES, this race/
ethnicity variable was derived from
responses to the survey questions on
race and Hispanic origin. Respondents
who self-identified as “Mexican
American” were coded as such
(Mexican American) regardless of their
other race-ethnicity identities. For
respondents who self-identified as
“Hispanic” but not as “Mexican
American” the race/ethnicity was
categorized as “‘Other Hispanic.” Non-
Hispanic respondents were categorized
based on their self-reported races: Non-
Hispanic White, non-Hispanic Black,

and other non-Hispanic races including
non-Hispanic multiracial (Ref. 14).

Using a statistical analysis software
program (SAS®), we calculated
exposure to folic acid from the proposed
use in CMF by adding the daily
exposure to folic acid from conventional
foods to the average daily exposure of
folic acid from dietary supplements. We
used this software program to determine
distributions of exposure (i.e., means,
medians, percentiles) and the
percentage of individuals with usual
daily total folic acid whose exposure
exceeded the UL (1,000 pg or other age-
specific ULs). We estimated exposure
for the same population subgroups for
which the petitioners reported exposure
in their submission in 8 age groups (1
to 3 years, 4 to 8 years, 9 to 13 years,

14 to 18 years, 19 to 30 years, 31 to 50
years, 51 to 70 years, and 71+ years), 2
gender groups (male and female), and 3
race/ethnicity subgroups (Non-Hispanic
(NH) White, NH Black, and Mexican
American).

We estimated exposure for two
scenarios. The first estimate represented
a background (current) cumulative
exposure of folic acid that included
currently permitted uses of folic acid in
conventional foods and dietary
supplement use. The second estimate
represented a modeled cumulative
exposure of folic acid that included
currently permitted uses of folic acid in
conventional food, dietary supplement
use, and the proposed use in CMF and
products made from CMF, such as
tortillas and tortilla chips (modeled).
For the second scenario, we assumed a
fortification level of 140 g folic acid/
100 g CMF. This fortification level was
chosen to account for the petitioners’
estimates of loss of folic acid during
processing and storage (Ref. 13).
Exposure estimates at the 95th
percentile represent “high” consumers
of folic acid and provide a conservative
estimate of exposure.

Table 1 summarizes our exposure
estimates for the overall U.S. population
for each of the scenarios at the median
and 95th percentile of intake with the
number of people represented in each
age group in the NHANES survey
indicated in the table:

TABLE 1—ESTIMATED CUMULATIVE FOLIC ACID INTAKE FOR THE U.S. POPULATION

Median intake 95th percentile intake
Age NHANES IOM UL (ng/d) (ng/d)
(vears) (n) (ug/d)
Current Modeled Current Modeled
All (14 YAIS) oveeeeceeeeeeeeeeeee e 22717 | oo, 231 244 765 775
1911 300 156 160 493 504
2071 400 255 267 618 633
2608 600 240 257 622 628



http://appliedresearch.cancer.gov/diet/usualintakes/method.html
http://appliedresearch.cancer.gov/diet/usualintakes/method.html
http://appliedresearch.cancer.gov/diet/usualintakes/method.html

Federal Register/Vol. 81, No. 73/Friday, April 15, 2016 /Rules and Regulations

22179

TABLE 1—ESTIMATED CUMULATIVE FOLIC ACID INTAKE FOR THE U.S. POPULATION—Continued

Median intake 95th percentile intake
Age NHANES IOM UL (ng/d) (ug/d)
(years) (n) (ug/d)
Current Modeled Current Modeled
3038 800 239 252 646 658
2608 1000 229 247 744 758
4118 1000 219 237 769 783
3861 1000 266 271 919 927
2302 1000 255 258 836 840

The median intakes for all age groups
are well below the respective ULs. For
children (1 to 13 years of age), the
current 95th percentile folic acid intake
estimates exceed their respective age-
corresponding IOM ULs. We estimate
that the addition of folic acid in CMF at
the proposed level would result in a
small additional increase of up to 15 pg/
d of folic acid intake for this population
group. Our exposure estimates at the
95th percentile for the adult population
19 years of age and older and for

children 14 to 18 years of age did not
exceed the IOM UL for either exposure
scenario.

Results from our exposure assessment
demonstrate that CMF fortification
would result in a slight increase in total
folic acid exposure among the U.S.
population. Further, as shown in Table
2, the proposed CMF fortification would
result in a greater proportional increase
in the median usual total folic acid
exposure among Mexican Americans
than among the NH White and NH Black

populations. The estimated current
median usual total folic acid intake of
Mexican Americans is lower than that of
the NH White population. Intake
estimates that include the proposed
CMF fortification show a larger increase
for the median usual total folic acid
exposure of Mexican Americans
compared to the other groups, but the
median intake estimate for Mexican
Americans remains lower than that of

NH Whites.

TABLE 2—USUAL TOTAL FOLIC ACID INTAKE ESTIMATES FOR THE U.S. POPULATION BY RACE/ETHNICITY

Exposure
(median/95th percentile)
Race/Ethnicity
Current Modeled
(ng/d) (ug/d)
oSS TSR P PR USRPPTUSPPPPRPPPION 231/765 244/775
Non-Hispanic White ... 253/820 261/834
Non-Hispanic Black ... 181/597 191/608
LY LStz U I Y 1= o= o SRS 187/588 228/622

In addition, for non-pregnant women
of childbearing age (15 to 44 years), our
exposure estimates show an increase in
the median usual total folic acid intake
of Mexican American women from 164
pg/d to 206 ug/d when intake from
fortified CMF was included in the
analysis. Our exposure estimates also
show an increase in folic acid intake
among NH White women (214 pg/d to
221 pg/d) and NH Black women (168

ug/d to 179 pg/d) from the petitioned
use of folic acid in CMF (Ref. 13).

Dietary Supplements

Because the use of supplements
containing folic acid is a contributing
factor to total exposure, we calculated
usual folic acid intake for supplement
non-users (i.e., those who did not report
consuming supplements containing
folic acid in the NHANES Dietary

Supplement Questionnaire) and
supplement users (i.e., those who
reported consuming supplements
containing folic acid).

As shown in Table 3, among dietary
supplement users who consume CMF
products, the 95th percentile total folic
acid intake estimates for all age groups
exceeded the respective age-
corresponding ULs, except for the
population 71 years of age and older.

TABLE 3—ESTIMATED TOTAL FOLIC ACID INTAKE AMONG CORN MASA CONSUMERS WHO ARE DIETARY SUPPLEMENT

USERS AND NON-USERS

95th percentile intake Amount of folic acid intake
(ng/d) exceeding the UL
Dietary supplement Age NHANES IOM UL (95th percentile minus UL)
usage (vears) (n) (ng/d) (ng/d)
Current Modeled

Current Modeled
USErS oo, 1-3 362 300 552 575 252 275
4-8 626 400 774 811 374 411
9-13 444 600 699 724 99 124
14-18 361 800 998 1051 198 251
19-30 536 1000 1091 1135 91 135
31-50 1161 1000 1107 1130 107 130
51-70 1482 1000 1133 1148 133 148
71+ 947 1000 889 866 0 0
Non-users ..........cccoceeeee 1-3 655 300 259 287 0 0




22180

Federal Register/Vol. 81, No. 73/Friday, April 15, 2016 /Rules and Regulations

TABLE 3—ESTIMATED TOTAL FOLIC ACID INTAKE AMONG CORN MASA CONSUMERS WHO ARE DIETARY SUPPLEMENT

USERS AND NON-USERS—Continued

95th percentile intake Amount of folic acid intake
(ug/d) exceeding the UL
Dietary supplement Age NHANES IOM UL (95th percentile minus UL)
usage (years) (n) (ug/d) (ug/d)
Current Modeled

Current Modeled
4-8 830 400 357 388 0 0
9-13 1086 600 450 489 0 0
14-18 1239 800 457 510 0 0
19-30 862 1000 344 400 0 0
31-50 1122 1000 329 389 0 0
51-70 675 1000 312 354 0 0
71+ 258 1000 413 419 0 0

For the 51 to 70 year age group,
exposure at the 95th percentile was
estimated to be 1133 pg/d, representing
113 pg/d more than the adult UL of 1
mg/d (1000 ug/d). CMF fortification
would further increase the 95th
percentile intake by 15 ug/d, resulting in
an intake estimated to be 1148 pg/d,
which is 148 pg/d more than the UL.

In contrast, CMF consumers who are
not dietary supplement users had
considerably lower folic acid exposure
estimates compared to the supplement
users. The 95th percentile folic acid
intakes for all dietary supplement non-
user age groups did not exceed their
respective age-corresponding IOM ULs.
While the proposed folic acid CMF
fortification will increase folic acid
intakes in these individuals, their
modeled 95th percentile folic acid
intakes remain below their respective
age-corresponding ULs.

The population group of users of
dietary supplements with the highest
percentile exceeding the UL for folic
acid was children 1 to 8 years of age.
For this population, exposure estimates
exceed the age-specific ULs whether
consumption of fortified CMF was
included in the estimate or not (Ref. 13).
Children are more likely than adults to
exceed their age-specific UL because of
their higher consumption of food and
drink on a body weight basis as
compared to adults. Another reason is
the lower UL values established for
children. We note that the ULs for
children were not based on adverse
effects, but extrapolated from the adult
UL.

C. Safety of the Petitioned Uses of Folic
Acid

In our safety review, we considered
several potential health effects of folic
acid intake that the petitioners reported
in their submission. Specifically, these
health effects include:

e Masking vitamin B, deficiency;

e Direct effects on vitamin B,
deficiency-related neurological
complications and cognitive decline;

e Cancer;

o Effects of prenatal exposure on
childhood health outcomes;

e Hypersensitivity;

e Reproductive effects; and

¢ Folic acid-drug interaction.

Of these health effects, our review
found suggestive evidence for masking
of vitamin B, deficiency and
exacerbation of vitamin B, deficiency-
related neurological complications and
cognitive decline. The most at-risk
population for both of these potential
health effects is the population 50 years
of age and older. For the other health
effects, the overall evidence is unclear
and could not be substantiated based on
the available evidence (Ref. 12).

1. Masking Effect of Folic Acid on
Vitamin B, Deficiency

We reviewed data from clinical case
reports from vitamin B, deficient
patients and found that masking cases
were mostly associated with
pharmacological doses of folic acid
(greater than 5 mg/d). There was no
information in the reports to identify the
lowest level of folic acid associated with
the masking effect. For populations with
dietary exposure to folic acid,
epidemiological studies have shown
mixed results and study design
limitations. In a recent study in which
data from the NHANES 1991-1994 (pre-
mandatory fortification in the United
States) and 2001-2006 (post-mandatory
fortification) surveys were compared,
the prevalence of low vitamin B, status
in the absence of megaloblastic anemia
or macrocytosis among adults 50 years
of age and older did not increase after
fortification (Ref. 15). The masking
effect of folic acid has been reviewed by
other regulatory authorities (Refs. 2 to
9). We agree with their conclusions that
folic acid intake up to the UL of 1 mg/

d is not likely to mask vitamin B>

deficiency. Additionally, current
medical practice does not rely primarily
on the hematological index to screen for
vitamin B, deficiency (Refs. 16 to 18).
Currently, the recommended testing for
vitamin B> deficiency includes
analyzing for serum levels of vitamin
B> and of the metabolites,
methylmalonic acid and homocysteine.
Based on our exposure estimates and
the incremental increase in estimated
exposure from the proposed use of folic
acid in CMF, we conclude that the CMF
fortification at the proposed level is not
likely to increase the risk of masking
vitamin B, deficiency, and that the risk
of the masking effect from current and
proposed levels of dietary folic acid
intake is low (Ref. 12).

2. Direct Effects of Folic Acid on
Vitamin B, Deficiency-Related
Neurological Complications and
Cognitive Decline

a. Accelerating or exacerbating
neurological complications. In addition
to the indirect masking effect of folic
acid, there have been concerns that
excess folic acid also may directly
accelerate or exacerbate By deficiency-
related neurological complications such
as neuropathy. These endpoints were
evaluated by IOM to determine the folic
acid UL. In reviewing the historical
clinical cases of neuropathy related to
vitamin B, deficiency, we noted that
the rate of disease progression varied
significantly among vitamin Bi,-
deficient patients, regardless of folic
acid treatment. Because of the limited
number of recorded cases, the large
variability among patients at clinical
presentation, and no new evidence
presented after the IOM evaluation, the
evidence remains suggestive as IOM
stated in 1998. A definitive conclusion
cannot be determined in this review
whether folic acid directly enhances or
worsens By deficiency-related
neuropathy.



Federal Register/Vol.

81, No. 73/Friday, April 15, 2016/Rules and Regulations

22181

The potential neurological effects of
high folic acid intake in children and
women of childbearing age have not
been thoroughly studied. However,
because vitamin B, deficiency is rare in
these two populations in the United
States (Ref. 19), the public health risk of
this effect associated with increased
exposure from folic acid fortification of
CMF is likely to be insignificant.

b. Cognitive decline among the
population group ages 50 years and
older. Acceleration of cognitive decline
among individuals who are vitamin B»-
deficient is a potential adverse health
effect if undetected because of high folic
acid intake. The most at-risk population
for this adverse effect are consumers 50
years and older who have total folic acid
intake higher than the UL. As described
previously, people 50 years of age and
older are unlikely to have total folic acid
intake higher than the UL unless they
use dietary supplements. According to
an analysis in 2007, most multivitamins
for seniors that contain folic acid also
contain vitamin B, (Ref. 20). Therefore,
unless their vitamin B, absorption is
severely impaired due to certain
diseases, individuals in this age group
who have total folic acid higher than the
UL are unlikely to have vitamin By
deficiency, and thus are not at risk for
this effect. Therefore, we conclude that
cognitive health risks are not likely to be
an issue for this sensitive population as
a result of the petitioned use of folic
acid in CMF (Ref. 12).

3. Metabolic Fate of Folic Acid

Folic acid is a water soluble vitamin
that is quickly absorbed by the body. In
humans, the bioavailability of folic acid
is about 85 percent in fortified foods
(Ref. 1). To be used as a methyl group
donor, it must first be converted to
dihydrofolate (DHF) and then
tetrahydrofolate (THF) by the liver
enzyme dihydrofolate reductase
(DHFR). Evidence has shown that the
activity of DHFR in humans is
extremely low in comparison to that in
rats; highly variable due to genetic
polymorphism; and may become
saturated when folic acid is consumed
at levels higher than the 1 mg/d (Ref.
21). In addition, unlike DHF, folic acid
is a poor substrate of DHFR, making the
first step of metabolism rate-limiting
(Ref. 22).

Upon conversion, THF is distributed
in all body tissues. Excretion is the main
elimination route of folic acid. In
response to normal intake from food, the
majority of folate is effectively
reabsorbed in the kidney proximal
tubules and little or no folate is lost in
the urine (Ref. 22). Following oral
administration of single 0.1 mg to 0.2

mg doses of folic acid in healthy adults,
only a trace amount appears in urine.
However, after doses of about 2.5 mg to
5 mg folic acid, about 50 percent is
excreted in urine as a result of exceeded
renal capacity for reabsorption (Refs. 22
and 23). Therefore, a significant amount
of folic acid can be excreted from urine
when the renal capacity for reabsorption
is saturated by high intake, eliminating
excess folic acid (Refs. 22 and 24).

4. Conclusions on the Potential Adverse
Health Outcomes From High Intakes of
Folic Acid

There is some evidence linking two
potential adverse health outcomes with
high folic acid intake in adults: (1)
Masking vitamin B, deficiency and (2)
accelerating or exacerbating
neurological complications and
cognitive decline among those who are
vitamin B, deficient.

For both of these adverse health
outcomes, the most at-risk population is
individuals 50 years of age and older
who have total folic acid intake higher
than the UL. According to the results
from our exposure assessment, these
individuals primarily are dietary
supplement users. The NHANES 1999-
2002 data have established that, among
the 60 years of age and older population
in the United States, about 25 percent
have low vitamin B, status. Because
about 10 to 30 percent of the population
50 years and older have decreased
absorption of food-bound vitamin B2,
the IOM DRI report recommends that
individuals 50 years of age and older
obtain most of their vitamin B> RDA,
(2.4 pug/d) from vitamin B,,-fortified
foods or supplements (Ref. 1). Since
most multivitamins for seniors contain
both folic acid and vitamin B, (Ref. 20),
their risk for vitamin B, deficiency
should be low, unless their vitamin B>
absorption is severely impaired due to
certain diseases. In addition, because
the currently recommended medical
practice in the United States does not
rely primarily on the hematological
index to screen for vitamin B>
deficiency but rather serum B>
metabolites, the masking effect is less
likely. Therefore, we conclude that
these health risks (vitamin B, masking
and exacerbating neurological
deterioration) are not likely to be an
issue for this population as a result of
the petitioned use of folic acid in CMF.

For other potential health outcomes,
such as promoting the progression of
established neoplasms, childhood
hypersensitivity and reproductive
outcomes, the evidence is not clear but
suggests further study. There may be
other, as-yet unidentified potential
adverse effects of high folic acid intake

in children and further study is
warranted. However, as previously
discussed, allowing folic acid in CMF is
only projected to result in a slight
increase for children 1 to 13 years and
14 to 18 years of age at the 95th
percentile of folic acid intake, such that
there is only a marginal increase in
exposure beyond the current intake
levels for children.

5. Safety and Risk Characterization for
Folic Acid

Based on the data reviewed in this
safety and risk assessment on folic acid,
there was no definitive association of
adverse effects of folic acid at the noted
levels of folic acid exposure. We do not
consider that any of the intake estimates
in excess of the UL in this evaluation
would cause an adverse health impact
on any of the population subgroups
because of the following reasons:

e The increase in exposure to folic
acid for the studied populations from
CMF fortification is small other than for
Mexican Americans. For Mexican
Americans, the increase in exposure is
significantly larger but the resultant
exposure levels are still below the levels
for the general population.

e The ULs were calculated using a
five-fold uncertainty factor, which is
approximately twice that used for other
B vitamins, providing an additional
margin of safety (Ref. 12).

e The risk of masking vitamin Bi»
deficiency and related neurological
complications from the estimated intake
levels of folic acid is low because the
most at-risk population to these health
outcomes are individuals 50 years of age
and older and most multivitamins for
seniors that contain folic acid also
contain vitamin By, Additionally,
current medical practice does not rely
primarily on the hematological index to
screen for vitamin B, deficiency but
rather serum testing for vitamin B, and
its metabolites, making the masking
effect less likely.

¢ The metabolic activation of folic
acid by the enzyme DHFR is slow in
humans and may be saturated at doses
higher than 1 mg/d.

e Unmetabolized folic acid (UMFA)
has no known biological function as a
methyl group donor in DNA synthesis
and methylation. To become active,
folic acid must be reduced to THF.
Excess levels of folic acid are unable to
completely convert to its active form
resulting in circulating UMFA.
Currently there is no consistent
evidence of adverse health effects
causatively associated with circulating
UMFA.

¢ Folic acid is a water-soluble
vitamin. A significant amount of folic
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acid is excreted from urine when the
renal capacity for reabsorption is
saturated by high intake, eliminating
excess folic acid.

e FDA’s modeled intake estimates for
folic acid in CMF are conservative in
that they assume all CMF will be
fortified with folic acid at the maximum
permitted level and that manufacturing
and storage losses would result in folic
acid levels of 140 pug/100 g in CMF as
consumed.

IIL. Incorporation by Reference

FDA is incorporating by reference the
Food Chemicals Codex (FCC), 9th ed.
(updated through Third Supplement,
effective December 1, 2015), pp. 495—
496 (the most current edition), which
was approved by the Office of the
Federal Register. You may obtain a
copy of the material from the United
States Pharmacopeial Convention,
12601 Twinbrook Pkwy., Rockville, MD
20852, 1-800-227-8772, http://
www.usp.org/.

The FCC is a compendium of
internationally recognized standards for
the purity and identity of food
ingredients. Because the current
regulation for the use of folic acid in
food (§172.345) indicates that the
additive must meet the specifications in
the FCC, we are amending the
regulation to provide for the most
current edition.

IV. Conclusion

Based on all data relevant to folic acid
that we reviewed, we conclude that the
petitioned use of folic acid in CMF at a
level not to exceed 0.7 mg folic acid per
Ib. CMF is safe. Consequently, we are
amending the food additive regulations
as set forth in this document.
Additionally, the current regulation for
the use of folic acid in food (§ 172.345)
indicates that the additive must meet
the specifications in the FCC, 7th
Edition (FCC 7). The more current FCC
is the 9th Edition (FCC 9). Because the
specifications for folic acid in FCC 9 are
identical to those in FCC 7, we are
amending § 172.345 by adopting the
specifications for folic acid in FCC 9 in
place of FCC 7.

V. Public Disclosure

In accordance with §171.1(h) (21 CFR
171.1(h)), the petition and the
documents that we considered and
relied upon in reaching our decision to
approve the petition will be made
available for public disclosure (see FOR
FURTHER INFORMATION CONTACT). As
provided in § 171.1(h), we will delete
from the documents any materials that
are not available for public disclosure.

VI. Analysis of Environmental Impacts

We previously considered the
environmental effects of this rule, as
stated in the June 13, 2012, Federal
Register notice of petition for FAP
2A4796 (77 FR 35317). We stated that
we had determined, under 21 CFR
25.32(k), that this action ““is of a type
that does not individually or
cumulatively have a significant effect on
the human environment” such that
neither an environmental assessment
nor an environmental impact statement
is required. We have not received any
new information or comments that
would affect our previous
determination.

VII. Paperwork Reduction Act of 1995

This final rule contains no collection
of information. Therefore, clearance by
the Office of Management and Budget
under the Paperwork Reduction Act of
1995 is not required.

VIII. Objections

If you will be adversely affected by
one or more provisions of this
regulation, you may file with the
Division of Dockets Management (see
ADDRESSES) either electronic or written
objections. You must separately number
each objection, and within each
numbered objection you must specify
with particularity the provision(s) to
which you object, and the grounds for
your objection. Within each numbered
objection, you must specifically state
whether you are requesting a hearing on
the particular provision that you specify
in that numbered objection. If you do
not request a hearing for any particular
objection, you waive the right to a
hearing on that objection. If you request
a hearing, your objection must include
a detailed description and analysis of
the specific factual information you
intend to present in support of the
objection in the event that a hearing is
held. If you do not include such a
description and analysis for any
particular objection, you waive the right
to a hearing on the objection.

Any objections received in response
to the regulation may be seen in the
Division of Dockets Management
between 9 a.m. and 4 p.m., Monday
through Friday, and will be posted to
the docket at http://
www.regulations.gov.

IX. Section 301(Z1) of the Federal Food,
Drug, and Cosmetic Act

Our review of this petition was
limited to section 409 of the Federal
Food, Drug, and Cosmetic Act (the
FD&C Act) (21 U.S.C. 348). This final
rule is not a statement regarding
compliance with other sections of the

FD&C Act. For example, section 301(1])
of the FD&C Act (21 U.S.C. 331(1]))
prohibits the introduction or delivery
for introduction into interstate
commerce of any food that contains a
drug approved under section 505 of the
FD&C Act (21 U.S.C. 355), a biological
product licensed under section 351 of
the Public Health Service Act (42 U.S.C.
262), or a drug or biological product for
which substantial clinical investigations
have been instituted and their existence
has been made public, unless one of the
exemptions in section 301(/)(1) to (I)(4)
of the FD&C Act applies. In our review
of this petition, FDA did not consider
whether section 301(/]) of the FD&C Act
or any of its exemptions apply to food
containing this additive. Accordingly,
this final rule should not be construed
to be a statement that a food containing
this additive, if introduced or delivered
for introduction into interstate
commerce, would not violate section
301(I]) of the FD&C Act. Furthermore,
this language is included in all food
additive final rules and therefore should
not be construed to be a statement of the
likelihood that section 301(I]) of the
FD&C Act applies.
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List of Subjects in 21 CFR Part 172

Food additives, Incorporation by
reference, Reporting and recordkeeping
requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Director, Center for Food Safety and
Applied Nutrition, 21 CFR part 172 is
amended as follows:

PART 172—FOOD ADDITIVES
PERMITTED FOR DIRECT ADDITION
TO FOOD FOR HUMAN
CONSUMPTION

m 1. The authority citation for 21 CFR
part 172 continues to read as follows:

Authority: 21 U.S.C. 321, 341, 342, 348,
371, 379e.

m 2. Amend § 172.345 by revising the
first sentence of paragraph (b) and
adding paragraph (i) to read as follows:

§172.345 Folic acid (folacin).

* * * * *

(b) Folic acid meets the specifications
of the Food Chemicals Codex, 9th ed.,
updated through Third Supplement,
effective December 1, 2015, pp. 495—
496, which is incorporated by reference.

* x %

* * * * *

(i) Folic acid may be added to corn
masa flour at a level not to exceed 0.7
milligrams of folic acid per pound of
corn masa flour.

Dated: April 12, 2016.

Susan Bernard,

Director, Office of Regulations, Policy and
Social Sciences, Center for Food Safety and
Applied Nutrition.

[FR Doc. 2016—08792 Filed 4-14-16; 8:45 am]

BILLING CODE 4164-01-P

DEPARTMENT OF THE INTERIOR
Bureau of Indian Affairs

[167A2100DD/AAKC001030/
AO0A501010.999900 253G]

25 CFR Part 151
RIN 1076-AF28

Title Evidence for Trust Land
Acquisitions

AGENCY: Bureau of Indian Affairs,
Interior.

ACTION: Interim final rule; delay of
effective date.

SUMMARY: The Bureau of Indian Affairs
(BIA) published an interim final rule on
title evidence for trust land acquisitions
and received comments during the
public comment period. The BIA
anticipates making technical revisions
to the rule in response to those
comments. This notice delays the
effective date of the interim final rule
for 30 days, during which time BIA
plans to publish a final rule with
technical revisions.

DATES: The effective date of the interim
final rule published March 1, 2016 (81
FR 10477) is delayed from April 15,
2016 to May 16, 2016.

FOR FURTHER INFORMATION CONTACT: Ms.
Elizabeth Appel, Director, Office of
Regulatory Affairs and Collaborative
Action, Office of the Assistant
Secretary—Indian Affairs; telephone
(202) 273-4680, elizabeth.appel@
bia.gov.

SUPPLEMENTARY INFORMATION: On March
1, 2016, BIA published an interim final
rule with an effective date of April 15,
2016. 81 FR 10477. The interim final
rule deletes the requirement for fee-to-
trust applicants to furnish title evidence
that meets the ““Standards for the
Preparation of Title Evidence in Land
Acquisitions by the United States”
issued by the U.S. Department of Justice
(DOYJ), and replaces the requirement
with a more targeted requirement for
title evidence, because adherence to the
DOJ standards is not required for
acquisitions of land in trust for
individual Indians or Indian tribes. The
BIA received 13 comments during the
public comment period and anticipates
making technical changes in response to
those comments. The interim final rule
stated that BIA may withdraw, initiate

a proposed rulemaking, or revise the
rule in response to comments. The BIA
has determined that technical revisions
to the rule may be appropriate and is
therefore delaying the effective date of
the rule for 30 days, during which time


http://wwwn.cdc.gov/nchs/nhanes/search/nhanes07_08.aspx
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BIA will publish a final rule with
technical revisions.

Dated: April 12, 2016.
Lawrence S. Roberts,
Acting Assistant Secretary—Indian Affairs.
[FR Doc. 2016—-08776 Filed 4—14—16; 8:45 am]
BILLING CODE 4337-15-P

PENSION BENEFIT GUARANTY
CORPORATION

29 CFR Part 4022

Benefits Payable in Terminated Single-
Employer Plans; Interest Assumptions
for Paying Benefits

AGENCY: Pension Benefit Guaranty
Corporation.

ACTION: Final rule.

SUMMARY: This final rule amends the
Pension Benefit Guaranty Corporation’s
regulation on Benefits Payable in
Terminated Single-Employer Plans to
prescribe interest assumptions under
the regulation for valuation dates in
May 2016. The interest assumptions are
used for paying benefits under
terminating single-employer plans
covered by the pension insurance
system administered by PBGC.

DATES: Effective May 1, 2016.

FOR FURTHER INFORMATION CONTACT:
Catherine B. Klion (Klion.Catherine@
pbgc.gov), Assistant General Counsel for
Regulatory Affairs, Pension Benefit
Guaranty Corporation, 1200 K Street
NW., Washington, DC 20005, 202—-326—
4024. (TTY/TDD users may call the
Federal relay service toll-free at 1-800—
877-8339 and ask to be connected to
202-326-4024.)

SUPPLEMENTARY INFORMATION: PBGC'’s
regulation on Benefits Payable in
Terminated Single-Employer Plans (29
CFR part 4022) prescribes actuarial
assumptions—including interest
assumptions—for paying plan benefits
under terminating single-employer
plans covered by title IV of the
Employee Retirement Income Security
Act of 1974. The interest assumptions in
the regulation are also published on
PBGC’s Web site (http://www.pbgc.gov).

PBGC uses the interest assumptions in
Appendix B to Part 4022 to determine
whether a benefit is payable as a lump
sum and to determine the amount to
pay. Appendix C to Part 4022 contains
interest assumptions for private-sector
pension practitioners to refer to if they
wish to use lump-sum interest rates
determined using PBGC'’s historical
methodology. Currently, the rates in
Appendices B and C of the benefit
payment regulation are the same.

The interest assumptions are intended
to reflect current conditions in the
financial and annuity markets.
Assumptions under the benefit
payments regulation are updated
monthly. This final rule updates the
benefit payments interest assumptions
for May 2016.1

The May 2016 interest assumptions
under the benefit payments regulation
will be 1.00 percent for the period
during which a benefit is in pay status
and 4.00 percent during any years
preceding the benefit’s placement in pay
status. In comparison with the interest
assumptions in effect for April 2016,
these interest assumptions are
unchanged.

PBGC has determined that notice and
public comment on this amendment are
impracticable and contrary to the public
interest. This finding is based on the

need to determine and issue new
interest assumptions promptly so that
the assumptions can reflect current
market conditions as accurately as
possible.

Because of the need to provide
immediate guidance for the payment of
benefits under plans with valuation
dates during May 2016, PBGC finds that
good cause exists for making the
assumptions set forth in this
amendment effective less than 30 days
after publication.

PBGC has determined that this action
is not a “‘significant regulatory action”
under the criteria set forth in Executive
Order 12866.

Because no general notice of proposed
rulemaking is required for this
amendment, the Regulatory Flexibility
Act of 1980 does not apply. See 5 U.S.C.
601(2).

List of Subjects in 29 CFR Part 4022

Employee benefit plans, Pension
insurance, Pensions, Reporting and
recordkeeping requirements.

In consideration of the foregoing, 29
CFR part 4022 is amended as follows:

PART 4022—BENEFITS PAYABLE IN
TERMINATED SINGLE-EMPLOYER
PLANS

m 1. The authority citation for part 4022
continues to read as follows:

Authority: 29 U.S.C. 1302, 1322, 1322b,
1341(c)(3)(D), and 1344.

m 2. In appendix B to part 4022, Rate Set
271, as set forth below, is added to the
table.

Appendix B to Part 4022—Lump Sum
Interest Rates for PBGC Payments

* * * * *

For plans with a valuation

Deferred annuities

Immediate
Rate set date annuity rate (percent)
On or after Before (percent) i iz iz nq ns
271 5-1-16 6-1-16 1.00 4.00 4.00 4.00 7 8

m 3. In appendix C to part 4022, Rate Set
271, as set forth below, is added to the
table.

1 Appendix B to PBGC’s regulation on Allocation
of Assets in Single-Employer Plans (29 CFR part
4044) prescribes interest assumptions for valuing

Appendix C to Part 4022—Lump Sum
Interest Rates for Private-Sector
Payments

* * * * *

benefits under terminating covered single-employer
plans for purposes of allocation of assets under

ERISA section 4044. Those assumptions are
updated quarterly.
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For plans with a valuation : Deferred annuities
Immediate
Rate set date annuity rate (percent)
On or after Before (percent) it io iz ny Nz
271 5-1-16 6-1-16 1.00 4.00 4.00 4.00 7 8

Issued in Washington, DC, on this 11th day
of April 2016.

Judith Starr,

General Counsel, Pension Benefit Guaranty
Corporation.

[FR Doc. 2016—08773 Filed 4-14—16; 8:45 am|
BILLING CODE 7709-02-P

DEPARTMENT OF THE TREASURY

Office of Foreign Assets Control

31 CFR Part 566

Hizballah Financial Sanctions
Regulations

AGENCY: Office of Foreign Assets
Control, Treasury.

ACTION: Final rule.

SUMMARY: The Department of the
Treasury’s Office of Foreign Assets
Control (OFAC) is adding new part 566
to 31 CFR chapter V to implement the
Hizballah International Financing
Prevention Act of 2015, which requires
the President to prescribe certain
regulations.

DATES: Effective: April 15, 2016.

FOR FURTHER INFORMATION CONTACT: The
Department of the Treasury’s Office of
Foreign Assets Control: Assistant
Director for Licensing, tel.: 202—622—
2480, Assistant Director for Regulatory
Affairs, tel.: 202-622-4855, Assistant
Director for Sanctions Compliance &
Evaluation, tel.: 202—-622-2490; or the
Department of the Treasury’s Office of
the Chief Counsel (Foreign Assets
Control), Office of the General Counsel,
tel.: 202-622-2410.

SUPPLEMENTARY INFORMATION:

Electronic and Facsimile Availability

This document and additional
information concerning OFAC are
available from OFAC’s Web site
(www.treasury.gov/ofac). Certain general
information pertaining to OFAC’s
sanctions programs also is available via
facsimile through a 24-hour fax-on-
demand service, tel.: 202—-622—0077.

Background

On December 18, 2015, the President
signed the Hizballah International
Financing Prevention Act of 2015,

Public Law 114—-102 (HIFPA), into law.
Section 102(a)(1) of HIFPA requires the
President, within 120 days of the
enactment of HIFPA, to prescribe
regulations to prohibit or impose strict
conditions on the opening or
maintaining in the United States of a
correspondent account or a payable-
through account by a foreign financial
institution that the President
determines, on or after December 18,
2015, engages in one or more of the
following activities: (1) Knowingly
facilitating a significant transaction or
transactions for Hizballah; (2)
knowingly facilitating a significant
transaction or transactions of a person
identified on the List of Specially
Designated Nationals and Blocked
Persons (SDN List) maintained by
OFAC, the property and interests in
property of which are blocked pursuant
to the International Emergency
Economic Powers Act (50 U.S.C. 1701 et
seq.) for acting on behalf of or at the
direction of, or being owned or
controlled by, Hizballah; (3) knowingly
engaging in money laundering to carry
out an activity described in (1) or (2); or
(4) knowingly facilitating a significant
transaction or transactions or providing
significant financial services to carry out
an activity described in (1), (2), or (3).

Pursuant to Presidential
Memorandum of March 18, 2016:
Delegation of Functions Under Sections
102(a), 102(c), 204, and 302 of HIFPA,
the President delegated certain
functions and authorities, with respect
to the determinations provided for
therein, to the Secretary of the Treasury,
in consultation with the Secretary of
State. In furtherance of HIFPA’s
requirement and the Presidential
delegation of functions and authorities
noted above, OFAC is promulgating the
Hizballah Financial Sanctions
Regulations, 31 CFR part 566 (the
“Regulations”).

Subpart A of the Regulations clarifies
the relation of this part to other laws
and regulations. Subpart B of the
Regulations implements section 102(a)
of HIFPA. The names of foreign
financial institutions that are
determined by the Secretary of the
Treasury, in consultation with the
Secretary of State, to engage in the
activities described in § 566.201(a) of

the Regulations, and which are subject
to prohibitions or strict conditions on
the opening or maintaining of
correspondent or payable-through
accounts as set forth in §566.201(b) of
the Regulations, will be listed on the
Hizballah Financial Sanctions
Regulations List (HFSR List) on OFAC’s
Web site (www.treasury.gov/ofac) on the
Counter Terrorism Sanctions page and
published in the Federal Register.

Subpart C of the Regulations defines
key terms used throughout the
Regulations, and subpart D contains
interpretive sections regarding the
Regulations. Section 566.404 of subpart
D of the Regulations sets forth the types
of factors that, as a general matter, the
Secretary of the Treasury will consider
in determining, for purposes of
paragraph (a) of § 566.201, whether
transactions or financial services are
significant.

Transactions otherwise prohibited
under the Regulations but found to be
consistent with U.S. policy may be
authorized by the general licenses
contained in subpart E of the
Regulations or by a specific license
issued pursuant to the procedures
described in subpart E of 31 CFR part
501. Subpart E of the Regulations
includes a general license in § 566.504
authorizing transactions related to
winding down and closing a
correspondent account or a payable-
through account. Section 566.504
authorizes transactions related to
closing a correspondent account or
payable-through account for a foreign
financial institution whose name is
added to the HFSR List during the 10-
day period beginning on the effective
date of the prohibition in §566.201.
This general license includes a reporting
requirement pursuant to which a U.S.
financial institution that maintained a
correspondent account or a payable-
through account for a foreign financial
institution whose name is added to the
HFSR List must file a report with OFAC
that provides full details on the closing
of each such account within 30 days of
the closure of the account. The report
must include complete information on
all transactions processed or executed in
winding down and closing the account.

Subpart F of the Regulations refers to
subpart C of part 501 for recordkeeping
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and reporting requirements. Subpart G
of the Regulations describes the civil
and criminal penalties applicable to
violations of the Regulations, as well as
the procedures governing the potential
imposition of a civil monetary penalty.
Subpart G also refers to Appendix A of
part 501 for a more complete
description of these procedures.

Subpart H of the Regulations refers to
subpart E of part 501 for applicable
provisions relating to administrative
procedures and contains a delegation of
authority by the Secretary of the
Treasury. Subpart I of the Regulations
sets forth a Paperwork Reduction Act
notice.

Public Participation

Because the Regulations involve a
foreign affairs function, the provisions
of Executive Order 12866 and the
Administrative Procedure Act (5 U.S.C.
553) requiring notice of proposed
rulemaking, opportunity for public
participation, and delay in effective date
are inapplicable. Because no notice of
proposed rulemaking is required for this
rule, the Regulatory Flexibility Act (5
U.S.C. 601-612) does not apply.

Paperwork Reduction Act

With respect to section 2 of the
Paperwork Reduction Act of 1995, 44
U.S.C. 3507, the collection of
information in § 566.601 of the
Regulations is made pursuant to OFAC’s
Reporting, Procedures and Penalties
Regulations, 31 CFR part 501, and has
been approved by OMB under control
number 1505-0164. See 31 CFR
501.901. The collection of information
in § 566.504(b) of the Regulations has
been submitted to OMB under
Information Collection Request (ICR)
number 201603-1505-002 and is
pending approval. Section 566.504(b)
specifies that a U.S. financial institution
that maintained a correspondent
account or payable-through account for
a foreign financial institution listed on
the HFSR List must file a report with
OFAC that provides full details on the
closing of each such account within 30
days of the closure of the account. This
collection of information assists in
verifying that U.S. financial institutions
are complying with prohibitions on
maintaining correspondent accounts or
payable-through accounts for foreign
financial institutions listed on the HFSR
List, and the information collected will
be used to further OFAC’s compliance
and enforcement functions.

With respect to all of the foregoing
collections of information, an agency
may not conduct or sponsor, and a
person is not required to respond to, a
collection of information, unless the

collection of information displays a
valid control number. The likely
respondents and recordkeepers affected
by the new collection of information in
§566.504(b) are U.S. financial
institutions operating correspondent
accounts or payable-through accounts
for foreign financial institutions.
Because this is a new collection of
information, OFAC cannot predict the
response rate for the § 566.504(b)
reporting requirement at this time. For
future submissions, OFAC will report
retrospectively on the response rate
during the previous reporting period.

The estimated average reporting/
recordkeeping burden is 2 hours per
response.

Comments are invited on: (a) Whether
this collection of information is
necessary for the proper performance of
the functions of the agency, including
whether the information has practical
utility; (b) the accuracy of the agency’s
estimate of the burden of the collection
of information; (c) ways to enhance the
quality, utility, and clarity of the
information to be collected; (d) ways to
minimize the burden of the collection of
information on respondents, including
through the use of automated collection
techniques and other forms of
information technology; and (e) the
estimated capital or start-up costs of the
operation, maintenance, and/or
purchase of services to provide
information.

Comments concerning the above
information and the accuracy of these
burden estimates, and suggestions for
reducing this burden, should be
directed to OMB, Attention: Desk
Officer for the Department of the
Treasury, Office of Information and
Regulatory Affairs, Washington, DC
20503, with a copy to Chief of Records,
Attention: Request for Comments, Office
of Foreign Assets Control, Department
of the Treasury, 1500 Pennsylvania
Avenue NW., Freedman’s Bank
Building, Washington, DC 20220. Any
such comments should be submitted not
later than June 14, 2016. All comments
on the collection of information in
§ 566.504(b) will be a matter of public
record.

List of Subjects in 31 CFR Part 566

Administrative practice and
procedure, Banking, Banks, Brokers,
Foreign trade, Hizballah, Investments,
Loans, Money laundering, Securities,
Services.

For the reasons set forth in the
preamble, the Department of the
Treasury’s Office of Foreign Assets
Control adds part 566 to 31 CFR chapter
V to read as follows:

PART 566—HIZBALLAH FINANCIAL
SANCTIONS REGULATIONS

Subpart A—Relation of This Part to Other
Laws and Regulations

Sec.
566.101 Relation of this part to other laws
and regulations.

Subpart B—Prohibitions

566.201 Prohibitions or strict conditions
with respect to correspondent or
payable-through accounts of certain
foreign financial institutions identified
by the Secretary of the Treasury.

566.202 Evasions; attempts; causing
violations; conspiracies.

Subpart C—General Definitions

566.300
566.301
566.302
566.303
566.304
566.305
566.306
566.307
566.308
566.309
566.310
566.311
566.312
566.313
566.314
566.315
566.316
566.317
566.318
566.319
566.320

Applicability of definitions.
Agent.

Correspondent account.
Covered financial institution.
Effective date.

Entity.

Financial institution.
Financial services.

Financial transaction.
Foreign financial institution.
HIFPA.

Hizballah.

Knowingly.

Licenses; general and specific.
Money laundering.

OFAC.

Payable-through account.
Person.

Transaction account.

United States.

U.S. financial institution.

Subpart D—Interpretations

566.401 Reference to amended sections.

566.402 Effect of amendment.

566.403 Facilitation of certain efforts,
activities, or transactions by foreign
financial institutions.

566.404 Significant transaction or
transactions; significant financial
services.

Subpart E—Licenses, Authorizations, and
Statements of Licensing Policy

566.501 General and specific licensing
procedures.

566.502 Effect of license or authorization.

566.503 Exclusion from licenses.

566.504 Transactions related to closing a
correspondent or payable-through
account.

Subpart F—Reports
566.601 Records and reports.

Subpart G—Penalties

566.701 Penalties.

566.702 Pre-Penalty Notice; settlement.

566.703 Penalty imposition.

566.704 Administrative collection; referral
to United States Department of Justice.

Subpart H—Procedures

566.801 Procedures.
566.802 Delegation by the Secretary of the
Treasury.
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Subpart I—Paperwork Reduction Act
566.901 Paperwork Reduction Act notice.

Authority: 3 U.S.C. 301; 31 U.S.C. 321(b);
50 U.S.C. 1601-1651, 1701-1706; Pub. L.
101-410, 104 Stat. 890 (28 U.S.C. 2461 note);
Pub. L. 110-96, 121 Stat. 1011 (50 U.S.C.
1705 note); Pub. L. 114-102.

Subpart A—Relation of This Part to
Other Laws and Regulations

§566.101 Relation of this part to other
laws and regulations.

This part is separate from, and
independent of, the other parts of this
chapter, with the exception of part 501
of this chapter, the recordkeeping and
reporting requirements and license
application and other procedures of
which apply to this part. Actions taken
pursuant to part 501 of this chapter with
respect to the prohibitions contained in
this part are considered actions taken
pursuant to this part. Differing foreign
policy and national security
circumstances may result in differing
interpretations of similar language
among the parts of this chapter. No
license or authorization contained in or
issued pursuant to those other parts
authorizes any transaction prohibited by
this part. No license or authorization
contained in or issued pursuant to any
other provision of law or regulation
authorizes any transaction prohibited by
this part. No license or authorization
contained in or issued pursuant to this
part relieves the involved parties from
complying with any other applicable
laws or regulations.

Subpart B—Prohibitions

§566.201 Prohibitions or strict conditions
with respect to correspondent or payable-
through accounts of certain foreign
financial institutions identified by the
Secretary of the Treasury.

Upon a determination by the
Secretary of the Treasury that a foreign
financial institution knowingly engages
in one or more of the activities
described in paragraphs (a)(1) through
(a)(4) of this section, the Secretary of the
Treasury may, as set forth in paragraph
(b) of this section, impose one or more
strict conditions on the opening or
maintaining of a correspondent account
or a payable-through account in the
United States for that foreign financial
institution, or, as set forth in paragraph
(c) of this section, prohibit a U.S.
financial institution from opening or
maintaining a correspondent account or
a payable-through account in the United
States for that foreign financial
institution.

(a) A foreign financial institution
engages in an activity described in this
paragraph if, in any location or

currency, the foreign financial
institution, on or after December 18,
2015, knowingly:

(1) Facilitates a significant transaction
or transactions for Hizballah;

(2) Facilitates a significant transaction
or transactions of a person identified on
OFAC’s Specially Designated Nationals
and Blocked Persons List (SDN List), the
property and interests in property of
which are blocked pursuant to the
International Emergency Economic
Powers Act (50 U.S.C. 1701 et seq.)
(IEEPA) for acting on behalf of or at the
direction of, or being owned or
controlled by, Hizballah;

Note to paragraph (a)(2): The SDN List is
accessible through the following page on
OFAC’s Web site: www.treasury.gov/sdn.
Additional information pertaining to the SDN
List can be found in appendix A to this
chapter. Persons whose property and
interests in property are blocked pursuant to
IEEPA for acting on behalf of or at the
direction of or being owned or controlled by
Hizballah are identified by a special
reference to Hizballah at the end of their
entries on the SDN List, in addition to the
reference to the regulatory part of this
chapter pursuant to which their property and
interests in property are blocked. For
example, a person whose property and
interests in property are blocked pursuant to
the Global Terrorism Sanctions Regulations,
31 CFR part 594, and identified on the SDN
List, will have the program tag “[SDGT]” and
descriptive text [“Subject to secondary
sanctions pursuant to the Hizballah Financial
Sanctions Regulations”].

(3) Engages in money laundering to
carry out an activity described in
paragraphs (a)(1) or (a)(2) of this section;
or

(4) Facilitates a significant transaction
or transactions or provides significant
financial services to carry out an activity
described in paragraphs (a)(1), (a)(2), or
(a)(3) of this section.

(b) The Secretary of the Treasury may
impose one or more strict conditions on
the opening or maintaining by a U.S.
financial institution of a correspondent
account or a payable-through account in
the United States for a foreign financial
institution that the Secretary finds
engages in one or more of the activities
described in paragraph (a) of this
section. Except as otherwise authorized
pursuant to this part, a U.S. financial
institution shall not open or maintain a
correspondent account or payable-
through account in the United States in
a manner that is inconsistent with any
strict condition imposed and in effect
pursuant to this paragraph. Such
conditions may include the following:

(1) Prohibiting or restricting any
provision of trade finance through the
correspondent account or payable-
through account of the foreign financial
institution;

(2) Restricting the transactions that
may be processed through the
correspondent account or payable-
through account of the foreign financial
institution to certain types of
transactions, such as personal
remittances;

(3) Placing monetary limits on, or
limiting the volume of, the transactions
that may be processed through the
correspondent account or payable-
through account of the foreign financial
institution;

(4) Requiring pre-approval from the
U.S. financial institution for all
transactions processed through the
correspondent account or payable-
through account of the foreign financial
institution; or

(5) Prohibiting or restricting the
processing of foreign exchange
transactions through the correspondent
account or payable-through account of
the foreign financial institution.

Note to paragraph (b): The name of the
foreign financial institution, together with
the actual strict condition(s) to be imposed,
will be added to the HFSR List on the Office
of Foreign Assets Control’s Web site
(www.treasury.gov/ofac) on the Counter
Terrorism Sanctions page, and published in
the Federal Register.

(c) If the Secretary of the Treasury
does not impose one or more strict
conditions, pursuant to paragraph (b) of
this section, on the opening or
maintaining by a U.S. financial
institution of a correspondent account
or a payable-through account in the
United States for a foreign financial
institution that the Secretary determines
engages in one or more of the activities
described in paragraph (a) of this
section, the Secretary may prohibit the
opening or maintaining by a U.S.
financial institution of a correspondent
account or a payable-through account in
the United States for that foreign
financial institution. Except as
otherwise authorized pursuant to this
part, a U.S. financial institution shall
not open or maintain a correspondent
account or a payable-through account in
the United States for a foreign financial
institution for which the opening or
maintaining of such an account is
prohibited pursuant to this paragraph.

Note to paragraph (c): The names of
foreign financial institutions for which the
opening or maintaining of a correspondent
account or a payable-through account in the
United States is prohibited will be listed on
the HFSR List on OFAC’s Web site
(www.treasury.gov/ofac) on the Counter
Terrorism Sanctions page, and published in
the Federal Register.
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§566.202 Evasions; attempts; causing
violations; conspiracies.

(a) Any transaction on or after the
effective date that evades or avoids, has
the purpose of evading or avoiding,
causes a violation of, or attempts to
violate any of the prohibitions set forth
in this part is prohibited.

(b) Any conspiracy formed to violate
any of the prohibitions set forth in this
part is prohibited.

Subpart C—General Definitions

§566.300 Applicability of definitions.

The definitions in this subpart apply
throughout the entire part.

§566.301

The term agent includes an entity
established by a person for purposes of
conducting transactions on behalf of the
person in order to conceal the identity
of the person.

Agent.

§566.302 Correspondent account.

The term correspondent account
means an account established to receive
deposits from, make payments on behalf
of, or handle other financial transactions
related to a foreign financial institution.

§566.303 Covered financial institution.

The term covered financial institution
means a broker or dealer in securities
registered, or required to be registered,
with the Securities and Exchange
Commission under the Securities
Exchange Act of 1934 (15 U.S.C. 78a et
seq.), except persons who register
pursuant to section 15(b)(11) of the
Securities Exchange Act of 1934; a
futures commission merchant or an
introducing broker registered, or
required to be registered, with the
Commodity Futures Trading
Commission under the Commodity
Exchange Act (7 U.S.C. 1 et seq.), except
persons who register pursuant to section
4(f)(a)(2) of the Commodity Exchange
Act; or a mutual fund.

§566.304 Effective date.

The effective date refers to the
effective date of a prohibition or strict
condition imposed pursuant to
§566.201 on the opening or maintaining
of a correspondent account or a payable-
through account in the United States by
a U.S. financial institution for a
particular foreign financial institution
and is the earlier of the date the U.S.
financial institution receives actual or
constructive notice of such prohibition
or condition.

§566.305 Entity.

The term entity means a partnership,
association, trust, joint venture,

corporation, group, subgroup, or other
organization.

§566.306 Financial institution.

The term financial institution means:

(a) An insured bank (as defined in
section 3(h) of the Federal Deposit
Insurance Act (12 U.S.C. 1813(h));

(b) A commercial bank or trust
company;

(c) A private banker;

(d) An agency or branch of a foreign
bank in the United States;

(e) Any credit union;

(f) A thrift institution;

(g) A broker or dealer registered with
the Securities and Exchange
Commission under the Securities
Exchange Act of 1934 (15 U.S.C. 78a et
seq.);

(h) A broker or dealer in securities or
commodities;

(i) An investment banker or
investment company;

(j) A currency exchange;

(k) An issuer, redeemer, or cashier of
travelers’ checks, checks, money orders,
or similar instruments;

(1) An insurance company;

(m) A dealer in precious metals,
stones, or jewels;

(n) A loan or finance company;

(o) A licensed sender of money or any
other person who engages as a business
in the transmission of funds including
any person who engages as a business
in an informal money transfer system or
any network of people who engage as a
business in facilitating the transfer of
money domestically or internationally
outside of the conventional financial
institutions system;

(p) A business engaged in vehicle
sales, including automobile, airplane,
and boat sales;

(q) Any business or agency which
engages in any activity which the
Secretary of the Treasury determines, by
regulation, to be an activity which is
similar to, related to, or a substitute for
any activity in which any business
described in this paragraph is
authorized to engage; or

(r) Any other business designated by
the Secretary whose cash transactions
have a high degree of usefulness in
criminal, tax, or regulatory matters.

§566.307 Financial services.

The term financial services includes
loans, transfers, accounts, insurance,
investments, securities, guarantees,
foreign exchange, letters of credit, and
commodity futures or options.

§566.308 Financial transaction.

The term financial transaction means
any transfer of value involving a
financial institution.

§566.309 Foreign financial institution.

(a) The term foreign financial
Institution means:

(1) A foreign bank;

(2) Any branch or office located
outside the United States of a covered
financial institution, as defined in
§566.304;

(3) Any other person organized under
foreign law (other than a branch or
office of such person in the United
States) that, if it were located in the
United States, would be a covered
financial institution, as defined in
§566.304; and

(4) Any person organized under
foreign law (other than a branch or
office of such person in the United
States) that is engaged in the business
of, and is readily identifiable as, a dealer
in foreign exchange or a money
transmitter.

(b) For purposes of paragraph (a)(4) of
this section, a person is not “‘engaged in
the business” of a dealer in foreign
exchange or a money transmitter if such
transactions are merely incidental to the
person’s business.

§566.310 HIFPA.

The term HIFPA means the Hizballah
International Financing Prevention Act
of 2015, Public Law 114-102.

§566.311 Hizballah.

The term Hizballah means:

(a) The entity known as Hizballah and
designated by the Secretary of State as
a foreign terrorist organization pursuant
to section 219 of the Immigration and
Nationality Act (8 U.S.C. 1189); or

(b) Any person:

(1) The property and interests in
property of which are blocked pursuant
to the International Emergency
Economic Powers Act (50 U.S.C. 1701 et
seq.); and

(2) Who is identified on the Specially
Designated Nationals and Blocked
Persons List (SDN List) maintained by
OFAC as an agent, instrumentality, or
affiliate of Hizballah.

Note to § 566.311: The SDN List is
accessible through the following page on
OFAC’s Web site: www.treasury.gov/sdn.
Additional information pertaining to the SDN
List can be found in Appendix A to this
chapter. Persons on the SDN List that fall
within the definition of Hizballah set forth in
this section are identified by a special
reference to Hizballah at the end of their
entries on the SDN List, in addition to the
reference to the regulatory part of this
chapter pursuant to which their property and
interests in property are blocked. For
example, a person whose property and
interests in property are blocked pursuant to
the Global Terrorism Sanctions Regulations,
31 CFR part 594, and identified on the SDN
List will have the program tag “[SDGT]”” and
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descriptive text [“Subject to secondary
sanctions pursuant to the Hizballah Financial
Sanctions Regulations”].

§566.312 Knowingly.

The term knowingly, with respect to
conduct, a circumstance, or a result,
means that a person has actual
knowledge, or should have known, of
the conduct, the circumstance, or the
result.

§566.313 Licenses; general and specific.

(a) Except as otherwise provided in
this part, the term license means any
license or authorization contained in or
issued pursuant to this part.

(b) The term general license means
any license or authorization the terms of
which are set forth in subpart E of this
part or made available on OFAC’s Web
site: www.treasury.gov/ofac.

(c) The term specific license means
any license or authorization issued
pursuant to this part but not set forth in
subpart E of this part or made available
on OFAC’s Web site: www.treasury.gov/
ofac.

Note to § 566.313: See §501.801 of this
chapter on licensing procedures.

§566.314 Money laundering.

The term money laundering includes
the movement of illicit cash or cash
equivalent proceeds into, out of, or
through a country, or into, out of, or
through a financial institution.

§566.315 OFAC.

The term OFAC means the
Department of the Treasury’s Office of
Foreign Assets Control.

§566.316 Payable-through account.

The term payable-through account
means an account, including a
transaction account as defined in
§566.317, opened at a depository
institution by a foreign financial
institution by means of which the
foreign financial institution permits its
customers to engage, either directly or
through a subaccount, in banking
activities usual in connection with the
business of banking in the United
States.

§566.317 Person.

The term person means an individual
or entity.

§566.318 Transaction account.

The term transaction account means
a deposit or account on which the
depositor or account holder is permitted
to make withdrawals by negotiable or
transferable instrument, payment orders
of withdrawal, telephone transfers, or
other similar items for the purpose of

making payments or transfers to third
persons or others. Such term includes
demand deposits, negotiable order of
withdrawal accounts, savings deposits
subject to automatic transfers, and share
draft accounts.

§566.319 United States.

The term United States means the
United States, its territories and
possessions, and all areas under the
jurisdiction or authority thereof.

§566.320 U.S. financial institution.

The term U.S. financial institution
means a financial institution located in
or organized under the laws of the
United States or any jurisdiction within
the United States.

Subpart D—Interpretations

§566.401 Reference to amended sections.

Except as otherwise provided in this
part, reference to any provision in or
appendix to this part or chapter or to
any regulation, ruling, order,
instruction, directive, or license issued
pursuant to this part refers to the same
as currently amended.

§566.402 Effect of amendment.

Unless otherwise specifically
provided, any amendment,
modification, or revocation of any
provision in or appendix to this part or
chapter or of any regulations, ruling,
order, instruction, or license issued by
OFAC does not affect any act done or
omitted, or any civil or criminal
proceeding commenced or pending,
prior to such amendment, modification,
or revocation. All penalties, forfeitures,
and liabilities under any such
regulation, ruling, order, instruction, or
license continue and may be enforced as
if such amendment, modification, or
revocation had not been made.

§566.403 Facilitation of certain efforts,
activities, or transactions by foreign
financial institutions.

For purposes of § 566.201, the term
facilitate used with respect to certain
efforts, activities, or transactions refers
to the provision of assistance by a
foreign financial institution for those
efforts, activities, or transactions,
including the provision of currency,
financial instruments, securities, or any
other transmission of value; purchasing;
selling; transporting; swapping;
brokering; financing; approving;
guaranteeing; the provision of other
services of any kind; the provision of
personnel; or the provision of software,
technology, or goods of any kind.

§566.404 Significant transactions;
significant financial services.

In determining, for purposes of
paragraph (a) of § 566.201, whether a
transaction(s) or financial service(s) is
significant, the Secretary of the Treasury
may consider the totality of the facts
and circumstances. As a general matter,
the Secretary may consider some or all
of the following factors:

(a) Size, number, and frequency. The
size, number, and frequency of
transaction(s) or financial service(s)
performed over a period of time,
including whether the transaction(s) or
financial service(s) is increasing or
decreasing over time and the rate of
increase or decrease.

(b) Nature. The nature of the
transaction(s) or financial service(s),
including the type, complexity, and
commercial purpose of the
transaction(s) or financial service(s).

(c) Level of awareness; pattern of
conduct. (1) Whether the transaction(s)
or financial service(s) is performed with
the involvement or approval of
management or only by clerical
personnel; and

(2) Whether the transaction(s) or
financial service(s) is part of a pattern of
conduct or the result of a business
development strategy.

(d) Nexus. The proximity between the
foreign financial institution engaging in
the transaction(s) or providing the
financial service(s) and Hizballah or a
blocked person described in paragraph
(a)(2) of §566.201. For example, a
transaction or financial service in which
a foreign financial institution provides
brokerage or clearing services to, or
maintains an account or makes
payments for, Hizballah or such a
blocked person generally would be of
greater significance than a transaction or
financial service a foreign financial
institution conducts for or provides to
Hizballah or such a blocked person
indirectly or in a tertiary relationship.

(e) Impact. The impact of the
transaction(s) or financial service(s) on
the objectives of the Hizballah
International Financing Prevention Act
of 2015, including:

(1) The economic or other benefit
conferred or attempted to be conferred
on Hizballah or a blocked person
described in paragraph (a)(2) of
§566.201; and

(2) Whether and how the
transaction(s) or financial service(s)
contributes to support for international
terrorism.

(f) Deceptive practices. Whether the
transaction(s) or financial service(s)
involves an attempt to obscure or
conceal the actual parties or true nature
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of the transaction(s) or financial
service(s) to evade sanctions.

(g) Other relevant factors. Such other
factors that the Secretary deems relevant
on a case-by-case basis in determining
the significance of a transaction(s) or
financial service(s).

Subpart E—Licenses, Authorizations,
and Statements of Licensing Policy

§566.501 General and specific licensing
procedures.

For provisions relating to licensing
procedures, see part 501, subpart E of
this chapter. Licensing actions taken
pursuant to part 501 of this chapter with
respect to the prohibitions contained in
this part are considered actions taken
pursuant to this part. General licenses
and statements of licensing policy
relating to this part also may be
available through the Counter Terrorism
Sanctions page on OFAC’s Web site:
www.treasury.gov/ofac.

§566.502 Effect of license or other
authorization.

(a) No license or other authorization
contained in this part, or otherwise
issued by OFAC, authorizes or validates
any transaction or financial service
effected prior to the issuance of such
license or other authorization, unless
specifically provided in such license or
authorization.

(b) No regulation, ruling, instruction,
or license authorizes any transaction or
financial service prohibited under this
part unless the regulation, ruling,
instruction, or license is issued by
OFAC and specifically refers to this
part. No regulation, ruling, instruction,
or license referring to this part shall be
deemed to authorize any transaction or
financial services prohibited by any
other part of this chapter unless the
regulation, ruling, instruction, or license
specifically refers to such part.

(c) Any regulation, ruling, instruction,
or license authorizing any transaction or
financial service otherwise prohibited
under this part has the effect of
removing a prohibition contained in this
part from the transaction, but only to the
extent specifically stated by its terms.
Unless the regulation, ruling,
instruction, or license otherwise
specifies, such an authorization does
not create any right, duty, obligation,
claim, or interest in, or with respect to,
any property that would not otherwise
exist under ordinary principles of law.

(d) Nothing contained in this part
shall be construed to supersede the
requirements established under any
other provision of law or to relieve a
person from any requirement to obtain
a license or other authorization from

another department or agency of the
U.S. Government in compliance with
applicable laws and regulations subject
to the jurisdiction of that department or
agency.

§566.503 Exclusion from licenses.

OFAC reserves the right to exclude
any person, property, transaction, or
class thereof from the operation of any
license or from the privileges conferred
by any license. OFAC also reserves the
right to restrict the applicability of any
license to particular persons, property,
transactions, or classes thereof. Such
actions are binding upon actual or
constructive notice of the exclusions or
restrictions.

§566.504 Transactions related to closing a
correspondent or payable-through account.

(a) During the 10-day period
beginning on the effective date of the
prohibition in §566.201(c) on the
opening or maintaining of a
correspondent account or a payable-
through account for a foreign financial
institution listed in the HFSR List, U.S.
financial institutions that maintain
correspondent accounts or payable-
through accounts for the foreign
financial institution are authorized to:

(1) Process only those transactions
through the account, or permit the
foreign financial institution to execute
only those transactions through the
account, that are for the purpose of, and
necessary for, closing the account; and

(2) Transfer the funds remaining in
the correspondent account or the
payable-through account to an account
of the foreign financial institution
located outside of the United States and
close the correspondent account or the
payable-through account.

(b) A report must be filed with OFAC
within 30 days of the closure of an
account, providing full details on the
closing of each correspondent account
or payable-through account maintained
by a U.S. financial institution for a
foreign financial institution whose name
is added to the HFSR List, maintained
on OFAC’s Web site (www.treasury.gov/
ofac) on the Hizballah Sanctions page.
Such report must include complete
information on the closing of the
account and on all transactions
processed or executed through the
account pursuant to this section,
including the account outside of the
United States to which funds remaining
in the account were transferred. Reports
should be addressed to the attention of
the Sanctions, Compliance & Evaluation
Division, Office of Foreign Assets
Control, U.S. Department of the
Treasury, 1500 Pennsylvania Avenue

NW., Freedman’s Bank Building,
Washington, DC 20220.

(c) Specific licenses may be issued on
a case-by-case basis to authorize
transactions outside the scope or time
period authorized in paragraph (a) by a
U.S. financial institution with respect to
a correspondent account or a payable-
through account maintained by the U.S.
financial institution for a foreign
financial institution whose name is
added to the HFSR List. License
applications should be filed in
conformance with §501.801 of the
Reporting, Procedures and Penalties
Regulations, 31 CFR part 501.

(d) Nothing in this section authorizes
the opening of a correspondent account
or a payable-through account for a
foreign financial institution whose name
appears on the HFSR List.

Note to § 566.504: This section does not
authorize a U.S. financial institution to
unblock property or interests in property, or
to engage in any transaction or dealing in
property or interests in property, blocked
pursuant to any other part of this chapter, in
the process of closing a correspondent
account or a payable-through account for a
foreign financial institution whose name has
been added to the HFSR List, maintained on
OFAC’s Web site (www.treasury.gov/ofac) on
the Counter Terrorism Sanctions page. See
§566.101.

Subpart F—Reports

§566.601 Records and reports.

For provisions relating to required
records and reports, see part 501,
subpart C, of this chapter.
Recordkeeping and reporting
requirements imposed by part 501 of
this chapter with respect to the
prohibitions contained in this part are
considered requirements arising
pursuant to this part.

Subpart G—Penalties

§566.701 Penalties.

(a) Civil penalties. As set forth in
section 102(a)(3) of the Hizballah
International Financing Prevention Act
of 2015 (Pub. L. 114-102, 129 Stat. 2205
(50 U.S.C. 1701 note)), a civil penalty
not to exceed the amount set forth in
section 206(b) of the International
Emergency Economic Powers Act
(IEEPA) (50 U.S.C. 1705(b)) may be
imposed on any person who violates,
attempts to violate, conspires to violate,
or causes a violation of any license,
order, regulation, or prohibition set
forth in or issued pursuant to this part.

Note to paragraph (a): As of the date of
publication in the Federal Register of the
final rule adding this part to 31 CFR chapter
V, April 15, 2016), IEEPA provides for a
maximum civil penalty not to exceed the
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greater of $250,000 or an amount that is twice
the amount of the transaction that is the basis
of the violation with respect to which the
penalty is imposed.

(b) Criminal penalties. As set forth in
section 102(a)(3) of HIFPA, a person
who willfully commits, willfully
attempts to commit, or willfully
conspires to commit a violation of any
license, order, regulation, or prohibition
set forth in or issued pursuant to this
part shall, upon conviction, be fined not
more than $1,000,000, or if a natural
person, be imprisoned for not more than
20 years, or both.

(c) Adjustments to penalty amounts.
(1) The civil penalties provided in
IEEPA are subject to adjustment
pursuant to the Federal Civil Penalties
Inflation Adjustment Act of 1990 (Pub.
L. 101-410, as amended, 28 U.S.C. 2461
note).

(2) The criminal penalties provided in
IEEPA are subject to adjustment
pursuant to 18 U.S.C. 3571.

(d) Attention is also directed to 18
U.S.C. 1001, which provides that
“whoever, in any matter within the
jurisdiction of the executive, legislative,
or judicial branch of the Government of
the United States, knowingly and
willfully falsifies, conceals, or covers up
by any trick, scheme, or device a
material fact; or makes any materially
false, fictitious, or fraudulent statement
or representation; or makes or uses any
false writing or document knowing the
same to contain any materially false,
fictitious, or fraudulent statement or
entry” shall be fined under title 18,
United States Code, imprisoned, or
both.

(e) Violations of this part may also be
subject to other applicable laws.

§566.702 Pre-Penalty Notice; settlement.

(a) When required. If OFAC has
reason to believe that there has occurred
a violation of any provision of this part
or a violation of the provisions of any
license, ruling, regulation, order,
directive, or instruction issued by or
pursuant to the direction or
authorization of the Secretary of the
Treasury pursuant to this part and
determines that a civil monetary penalty
or finding of violation is warranted,
OFAC will issue a Pre-Penalty Notice
informing the alleged violator of the
agency'’s intent to impose a monetary
penalty or finding of violation. A Pre-
Penalty Notice shall be in writing. The
Pre-Penalty Notice may be issued
whether or not another agency has taken
any action with respect to the matter.
For a description of the contents of a
Pre-Penalty Notice, see Appendix A to
part 501 of this chapter.

(b)(1) Right to respond. An alleged
violator has the right to respond to a
Pre-Penalty Notice by making a written
presentation to OFAC. For a description
of the information that should be
included in such a response, see
Appendix A to part 501 of this chapter.

(2) Deadline for response. A response
to a Pre-Penalty Notice must be made
within 30 days as set forth below. The
failure to submit a response within 30
days shall be deemed to be a waiver of
the right to respond.

(i) Computation of time for response.
A response to a Pre-Penalty Notice must
be postmarked or date-stamped by the
U.S. Postal Service (or foreign postal
service, if mailed abroad) or courier
service provider (if transmitted to OFAC
by courier) on or before the 30th day
after the postmark date on the envelope
in which the Pre-Penalty Notice was
mailed. If the Pre-Penalty Notice was
personally delivered by a non-U.S.
Postal Service agent authorized by
OFAC, a response must be postmarked
or date-stamped on or before the 30th
day after the date of delivery.

(ii) Extensions of time for response. If
a due date falls on a federal holiday or
weekend, that due date is extended to
include the following business day. Any
other extensions of time will be granted,
at the discretion of OFAC, only upon
specific request to OFAC.

(3) Form and method of response. A
response to a Pre-Penalty Notice need
not be in any particular form, but it
must be typewritten and signed by the
alleged violator or a representative
thereof, must contain information
sufficient to indicate that it is in
response to the Pre-Penalty Notice, and
must include the OFAC identification
number listed on the Pre-Penalty Notice.
A copy of the written response may be
sent by facsimile, but the original also
must be sent to OFAC’s Enforcement
Division by mail or courier and must be
postmarked or date-stamped in
accordance with paragraph (b)(2) of this
section.

(c) Settlement. Settlement discussions
may be initiated by OFAC, the alleged
violator, or the alleged violator’s
authorized representative. For a
description of practices with respect to
settlement, see Appendix A to part 501
of this chapter.

(d) Guidelines. Guidelines for the
imposition or settlement of civil
penalties or finding of violations by
OFAC are contained in Appendix A to
part 501 of this chapter.

(e) Representation. A representative
may act on behalf of the alleged violator,
but any oral communication with OFAC
prior to a written submission regarding
the specific allegations contained in the

Pre-Penalty Notice must be preceded by
a written letter of representation, unless
the PrePenalty Notice was served upon
the alleged violator in care of the
representative.

§566.703 Penalty imposition.

If, after considering any written
response to the Pre-Penalty Notice and
any relevant facts, OFAC determines
that there was a violation by the alleged
violator named in the Pre-Penalty
Notice and that a civil monetary penalty
or finding of violation is appropriate,
OFAC may issue a Penalty Notice or
finding of violation to the violator
containing a determination of the
violation and the imposition of the
monetary penalty, if appropriate. For
additional details concerning issuance
of a Penalty Notice or finding of
violation, see Appendix A to part 501 of
this chapter. The issuance of the Penalty
Notice or finding of violation shall
constitute final agency action. The
violator has the right to seek judicial
review of that final agency action in
federal district court.

§566.704 Administrative collection;
referral to United States Department of
Justice.

In the event that the violator does not
pay the penalty imposed pursuant to
this part or make payment arrangements
acceptable to OFAG, the matter may be
referred for administrative collection
measures by the Department of the
Treasury or to the United States
Department of Justice for appropriate
action to recover the penalty in a civil
suit in a federal district court.

Subpart H—Procedures

§566.801 Procedures.

For license application procedures
and procedures relating to amendments,
modifications, or revocations of
licenses; administrative decisions;
rulemaking; and requests for documents
pursuant to the Freedom of Information
and Privacy Acts (5 U.S.C. 552 and
552a), see part 501, subpart E, of this
chapter.

§566.802 Delegation by the Secretary of
the Treasury.

Any action that the Secretary of the
Treasury is authorized to take pursuant
to the Hizballah International Financing
Prevention Act of 2015 (Pub. L. 114—
102, 129 Stat. 2205 (50 U.S.C. 1701
note)) may be taken by the Director of
OFAC or by any other person to whom
the Secretary of the Treasury has
delegated authority to so act.
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Subpart I—Paperwork Reduction Act

§566.901 Paperwork Reduction Act notice.

For approval by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3507) of information
collections relating to recordkeeping
and reporting requirements, licensing
procedures (including those pursuant to
statements of licensing policy), and
other procedures, see § 501.901 of this
chapter. An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a valid control
number assigned by OMB.

Dated: April 11, 2016.
John E. Smith,

Acting Director, Office of Foreign Assets
Control.

Approved:
Dated: April 11, 2016.
Adam J. Szubin,

Acting Under Secretary, Office of Terrorism
and Financial Intelligence, Department of the
Treasury.

[FR Doc. 2016—08720 Filed 4-14—16; 8:45 am]
BILLING CODE P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100

[Docket No. USCG-2016-0208]

RIN 1625-AA08

Special Local Regulation; Hebda Cup

Rowing Regatta; Detroit River, Trenton
Channel; Wyandotte, Ml

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary special local
regulation controlling movement of
vessels for certain waters of the Detroit
River, Trenton Channel. This action is
necessary and is intended to ensure
safety of life on navigable waters to be
used for a rowing event immediately
prior to, during, and immediately after
this event. This regulation requires
vessels to maintain a minimum speed
for safe navigation and maneuvering.
DATES: This temporary final rule is
effective from 7:30 a.m. until 3 p.m. on
April 30, 2016. For the purposes of
enforcement, actual notice will be used
on April 30, 2016.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to http://

www.regulations.gov, type USCG-2016—
0208 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rule.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
final rule, call or email Petty Officer
Todd Manow, Prevention Department,
Sector Detroit, Coast Guard; telephone
313-568-9508, email Todd.M.Manow@
uscg.mil.

SUPPLEMENTARY INFORMATION:
I. Table of Abbreviations

COTP Captain of the Port

DHS Department of Homeland Security
E.O. Executive Order

NAD 83 North American Datum of 1983
NPRM Notice of Proposed Rulemaking

II. Background History and Regulatory
Information

On April 30, 2016, the Wyandotte
Boat Club is holding a rowing regatta in
which at least 100 youth rowers will
participate in a race in the Trenton
Channel, a tributary of the Detroit River.
Due to the projected amount of human-
powered watercraft on the water, there
is a need to require vessels in the
affected waterways to maintain a
minimum speed for safe navigation. The
rowing regatta will occur between 7:30
a.m. and 3 p.m. on April 30, 2016. This
event has taken place under the same
sponsorship in the same location
annually for the past 51 years.

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency, for good
cause, finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because doing
so would be impracticable. The final
details of this event were not known to
the Coast Guard until there was
insufficient time remaining before the
event to publish an NPRM. Thus,
delaying the effective date of this rule to
wait for a comment period to run would
be impracticable because it would
inhibit the Coast Guard’s ability to event
participants, spectators, and other
waterway users during this youth
rowing regatta.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this temporary rule effective less

than 30 days after publication in the
Federal Register. For the same reasons
discussed in the preceding paragraph,
waiting for a 30 day notice period to run
would be impracticable.

III. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 33 U.S.C. 1231, 33
CFR 1.05-1 and 160.5; and Department
of Homeland Security Delegation No.
0170.1. The Captain of the Port Detroit
(COTP) has determined that the likely
combination of recreation vessels,
commercial vessels, and an unknown
number of spectators in close proximity
to a youth rowing regatta along the
water pose extra and unusual hazards to
public safety and property. Therefore,
the COTP is establishing a Special Local
Regulation around the event location to
help minimize risks to safety of life and
property during this event.

IV. Discussion of Rule

This rule establishes a temporary
special local regulation from 7:30 a.m.
until 3 p.m. on April 30, 2016. In light
of the aforementioned hazards, the
COTP has determined that a special
local regulation is necessary to protect
spectators, vessels, and participants.
The special local regulation will
encompass the following waterway: All
waters of the Detroit River, Trenton
Channel between the following two
lines going from bank-to-bank: The first
line is drawn directly across the channel
from position 42°11.0" N., 083°09.4" W.
(NAD 83); the second line, to the north,
is drawn directly across the channel
from position 42°11.7" N., 083°8.9’ W.
(NAD 83).

An on-scene representative of the
COTP or event sponsor representatives
may permit vessels to transit the area
when no race activity is occurring. The
on-scene representative may be present
on any Coast Guard, state or local law
enforcement vessel assigned to patrol
the event. Vessel operators desiring to
transit through the regulated area must
contact the Coast Guard Patrol
Commander to obtain permission to do
so. The COTP or his designated on-
scene representative may be contacted
via VHF Channel 16.

The COTP or his designated on-scene
representative will notify the public of
the enforcement of this rule by all
appropriate means, including a
Broadcast Notice to Mariners and Local
Notice to Mariners.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
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based on these statutes or executive
orders.

A. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
E.O. 12866, Regulatory Planning and
Review, as supplemented by E.O. 13563,
Improving Regulation and Regulatory
Review, and does not require an
assessment of potential costs and
benefits under section 6(a)(3) of
Executive Order 12866 or under section
1 of E.O. 13563. The Office of
Management and Budget has not
reviewed it under those Orders.

We conclude that this rule is not a
significant regulatory action because we
anticipate that it will have minimal
impact on the economy, will not
interfere with other agencies, will not
adversely alter the budget of any grant
or loan recipients, and will not raise any
novel legal or policy issues.

The Coast Guard’s use of this special
local regulation will be of relatively
small size and only seven and a half
hours in duration, and it is designed to
minimize the impact on navigation.
Moreover, vessels may transit through
the area affected by this special local
regulation at a minimum speed for safe
navigation. Overall, the Coast Guard
expects minimal impact to vessel
movement from the enforcement of this
special local regulation.

B. Impact on Small Entities

As per the Regulatory Flexibility Act
of 1980 (RFA), 5 U.S.C. 601-612, as
amended, we have considered the
potential impact of regulations on small
entities during rulemaking. The Coast
Guard certifies under 5 U.S.C. 605(b)
that this rule will not have a significant
economic impact on a substantial
number of small entities.

This rule will affect the following
entities, some of which might be small
entities: The owners or operators of
vessels intending to transit or anchor in
this portion of the Detroit River, Trenton
Channel in the vicinity of Wyandotte,
MI between 7:30 a.m. and 3 p.m. on
April 30, 2016.

This special local regulation will not
have a significant economic impact on
a substantial number of small entities
for the reasons cited in the Regulatory
Planning and Review section.
Additionally, before the enforcement of
the regulation, Coast Guard Sector
Detroit will issue a local Broadcast
Notice to Mariners so vessel owners and
operators can plan accordingly.

C. Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement

Fairness Act of 1996 (Public Law 104—
121), we want to assist small entities in
understanding this rule so that they can
better evaluate its effects on them. If this
rule would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact the person
listed in the FOR FURTHER INFORMATION
CONTACT section above.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888-734—3247). The
Coast Guard will not retaliate against
entities that question or complain about
this rule or any policy or action of the
Coast Guard.

D. Collection of Information

This rule will not call for a new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

E. Federalism

A rule has implications for federalism
under E.O. 13132, Federalism, if it has
a substantial direct effect on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. We have analyzed
this rule under that Order and
determined that this rule does not have
implications for federalism.

F. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to contact the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places, or vessels.

G. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of

$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such expenditure, we
do discuss the effects of this rule
elsewhere in this preamble.

H. Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

L Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of E.O.
12988, Civil Justice Reform, to minimize
litigation, eliminate ambiguity, and
reduce burden.

J. Protection of Children

We have analyzed this rule under E.O.
13045, Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and does not create an
environmental risk to health or risk to
safety that may disproportionately affect
children.

K. Indian Tribal Governments

This rule does not have tribal
implications under E.O. 13175,
Consultation and Coordination with
Indian Tribal Governments, because it
does not have a substantial direct effect
on one or more Indian tribes, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes.

L. Energy Effects

This action is not a “significant
energy action” under E.O. 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use.

M. Technical Standards

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

N. Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions which do not
individually or cumulatively have a
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significant effect on the human
environment. This rule involves the
establishment of a special local
regulation and is therefore categorically
excluded from further review under
paragraph 34(h) of Figure 2—1 of the
Commandant Instruction. An
environmental analysis checklist
supporting this determination and a
Categorical Exclusion Determination are
available in the docket where indicated
under ADDRESSES. We seek any
comments or information that may lead
to the discovery of a significant
environmental impact from this rule.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements, Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 100 as follows:

PART 100—SAFETY OF LIFE ON
NAVIGABLE WATERS

m 1. The authority citation for part 100
continues to read as follows:

Authority: 33 U.S.C. 1233.

m 2. Add § 100.35T09-0208 to read as
follows:

§100.35T09-0208 Special Local
Regulation; Hebda Cup Rowing Regatta;
Detroit River, Trenton Channel; Wyandotte,
MI.

(a) Regulated area. A regulated area is
established to encompass the following
waterway: All waters of the Detroit
River, Trenton Channel between the
following two lines going from bank-to-
bank: The first line is drawn directly
across the channel from position
42°11.0"N., 083°9.4° W. (NAD 83); the
second line, to the north, is drawn
directly across the channel from
position 42°11.7" N., 083°8.9” W. (NAD
83).

(b) Effective period. This section is
effective and will be enforced from 7:30
a.m. until 3 p.m. on April 30, 2016.

(c) Regulations. (1) Vessels transiting
through the regulated area are to
maintain the minimum speeds for safe
navigation.

(2) Vessel operators desiring to
operate in the regulated area must
contact the Coast Guard Patrol
Commander to obtain permission to do
so. The Captain of the Port Detroit
(COTP) or his on-scene representative
may be contacted via VHF Channel 16
or at 313—-568-9560. Vessel operators
given permission to operate within the
regulated area must comply with all
directions given to them by the COTP or
his on-scene representative.

(3) The “on-scene representative” of
the COTP is any Coast Guard
commissioned, warrant or petty officer
or a Federal, State, or local law
enforcement officer designated by or
assisting the COTP to act on his behalf.

Dated: March 25, 2016.

Scott B. Lemasters,

Captain, U. S. Coast Guard, Captain of the
Port Detroit.

[FR Doc. 2016—08781 Filed 4-14—16; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[Docket No. USCG-2016-0228]

Drawbridge Operation Regulation;
Delaware River, Delair, NJ to
Philadelphia, PA

AGENCY: Coast Guard, DHS.
ACTION: Notice of deviation from
drawbridge regulation.

SUMMARY: The Coast Guard has issued a
temporary deviation from the operating
schedule that governs the Delair Bridge
across the Delaware River, mile 104.6,
between Philadelphia PA and Delair, NJ.
The deviation is necessary to perform
bridge repairs. This deviation allows the
bridge to remain in the closed-to-
navigation position.
DATES: This deviation is effective from
5 a.m. on April 30, 2016 to 5 a.m. on
June 11, 2016.
ADDRESSES: The docket for this
deviation, [USCG-2016-0228] is
available at http://www.regulations.gov.
Type the docket number in the
“SEARCH” box and click “SEARCH”.
Click on Open Docket Folder on the line
associated with this deviation.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email Mrs. Traci
Whitfield, Bridge Administration
Branch Fifth District, Coast Guard;
telephone (757) 398—6629, email
Traci.G.Whitfield@uscg.mil.
SUPPLEMENTARY INFORMATION: Conrail,
owner of the Delair Bridge, has
requested a temporary deviation from
the current operating regulation to
perform urgent repairs by replacing wire
ropes connecting the counterweights
and the lift span. The bridge is a vertical
lift-span bridge and has a vertical
clearance in the closed position of 49
feet above mean high water.

The current operating schedule is set
out in 33 CFR 117.716. Under this

temporary deviation, the bridge will
remain in the closed-to-navigation
position from 5 a.m. April 30, 2016 to

5 a.m. May 7, 2016; from 5 a.m. May 14,
2016 to 5 a.m. May 21, 2016; and from
5 a.m. June 4, 2016 to 5 a.m. June 11,
2016. The lift span will not be able to
open since one counterweight will be
detached until the end of the repair
work.

Vessels able to pass through the
bridge in the closed position may do so
at anytime. The bridge will not be able
to open for emergencies and there is no
immediate alternate route for vessels
unable to pass through the bridge in the
closed position. The rope replacement
construction schedule was developed
through the coordination with Coast
Guard Sector Delaware Bay and the
Mariners’ Advisory Committee for the
Bay and River Delaware (MAC). The
Coast Guard will also inform the users
of the waterways through our Local and
Broadcast Notices to Mariners of the
change in operating schedule for the
bridge so that vessel operators can
arrange their transits to minimize any
impact caused by the temporary
deviation.

In accordance with 33 CFR 117.35 (e),
the drawbridge must return to its regular
operating schedule immediately at the
end of the effective period of this
temporary deviation. This deviation
from the operating regulations is
authorized under 33 CFR 117.35.

Dated: April 11, 2016.
Hal R. Pitts,

Bridge Program Manager, Fifth Coast Guard
District.

[FR Doc. 2016—08690 Filed 4—14—16; 8:45 am|
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 52 and 81

[EPA-R09-OAR-2014-0636; FRL-9944-93—
Region 9]

Adequacy Status of Motor Vehicle
Emissions Budgets in Submitted PM. 5
Moderate Area Plan for San Joaquin
Valley; California

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice of adequacy.

SUMMARY: The Environmental Protection
Agency (EPA) is notifying the public
that the Agency has found that the
motor vehicle emissions budgets
(MVEBs or “budgets”) for the years 2014
and 2017 in the San Joaquin Valley
Moderate Area Plan, as revised in a
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December 29, 2014 submittal, for the
2006 24-hour fine particulate (PM, s)
national ambient air quality standards
(NAAQS) are adequate for
transportation conformity purposes. The
Moderate Area Plan was submitted to
the EPA on March 4, 2013 by the
California Air Resources Board (CARB)
as a revision to the California State
Implementation Plan (SIP) and includes
a demonstration of reasonable further
progress for the 2006 PM, s NAAQS.
CARB submitted a Supplement to the
Moderate Area Plan on November 6,
2014 (2014 Supplement”) and a
revision to the budgets on December 29,
2014. We refer to these submittals
collectively as the “2012 PM, s Plan” or
“Plan.” Upon the effective date of this
notice of adequacy, the San Joaquin
Valley metropolitan planning
organizations (MPO) and the U.S.
Department of Transportation (DOT)
must use these budgets for future
transportation conformity
determinations.

DATES: This finding is effective May 2,
2016.

FOR FURTHER INFORMATION CONTACT:
Wienke Tax, U.S. EPA, Region IX, Air
Division AIR-2, 75 Hawthorne Street,
San Francisco, CA 94105-3901; (415)
947-4192 or tax.wienke@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, whenever
“we,” “us,” or “our” is used, we mean
the EPA.

This action is simply an
announcement of a finding that we have
already made. EPA Region IX sent a
letter to CARB on April 1, 2016 stating
that the motor vehicle emissions
budgets in the submitted 2012 PM s
Plan for the reasonable further progress
(RFP) milestone years of 2014 and 2017
are adequate.

In response to an October 7, 2014
request by CARB for parallel processing
of the revised budgets in the 2012 PM; 5
Plan,! we announced the availability of
the revised budgets on the EPA’s
adequacy review Web page at http://
www.epa.gov/otaq/stateresources/
transconf/currsips.htm from October 23,
2014 to November 24, 2014. We
received no comments on the budgets
during this period.

On January 13, 2015, we proposed to
approve these budgets as part of our
proposed action on the 2012 PM, 5 Plan
and 2014 Supplement.2 We received

1 See letter dated October 7, 2014, from Richard
Corey, Executive Officer, CARB, to Jared
Blumenfeld, Regional Administrator, EPA Region 9.

280 FR 1816 at 1841 (January 13, 2015).

two comments on the budgets.? We
respond to the first of these two
comments below. The second comment
concerns the transportation conformity
interpollutant trading mechanism in the
2012 PM; s Plan that we proposed to
approve for use in transportation
conformity analyses. We will respond to
this comment when we take final action
on the interpollutant trading mechanism
as part of our final action on the 2012
PM; s Plan and 2014 Supplement. The
interpollutant trading mechanism
cannot be used until it is approved as
part of the SIP. Therefore, the
appropriate venue for responding to the
comment on the trading mechanism is
the final rule on the 2012 PM, 5 Plan
and 2014 Supplement.

Transportation conformity is required
by Clean Air Act section 176(c). The
EPA’s conformity rule requires that
transportation plans, transportation
improvement programs, and projects
conform to a SIP and establishes the
criteria and procedures for determining
whether or not they do. Conformity to
a SIP means that transportation
activities will not produce new air
quality violations, worsen existing
violations, or delay timely attainment of
the NAAQS.

The criteria by which we determine
whether a SIP’s MVEBs are adequate for
conformity purposes are outlined in 40
CFR 93.118(e)(4) which was
promulgated in our August 15, 1997
final rule (62 FR 43780 at 43781—43783).
We have further described our process
for determining the adequacy of
submitted SIP MVEBs in our July 1,
2004 final rule (69 FR 40004 at 40038),
and we used the information in these
resources in making our adequacy
determination. Please note that an
adequacy review is separate from the
EPA’s completeness review and should
not be used to prejudge the EPA’s
ultimate action on the SIP. Even if we
find a budget adequate, the SIP could
later be disapproved.

Response to Comment

Comment: Earthjustice asserts that the
EPA must disapprove the RFP
demonstration in the 2012 PM, 5 Plan
and 2014 Supplement because it does
not adequately address ammonia
emission reductions and, therefore, does
not provide “such annual incremental
reductions in emissions of the relevant
air pollutant as are required . . . for the
purpose of ensuring attainment . . . by
the applicable date.” Earthjustice argues
that, because the RFP demonstration is

3 See letter dated February 27, 2015, from Paul
Cort and Adenike Adeyeye, Earthjustice, to Wienke
Tax, Air Planning Office, EPA Region 9.

not approvable, the EPA cannot find
that the motor vehicle emissions
budgets in the 2012 PM, 5 Plan and 2014
Supplement are consistent with
applicable requirements for reasonable
further progress, as required by 40 CFR
98.118(e)(4)(iv).

Response: On January 13, 2015, the
EPA proposed to approve several
elements of the 2012 PM, 5 Plan and
2014 Supplement, which California
submitted to address Clean Air Act
requirements for the 2006 PM, s NAAQS
in the San Joaquin Valley.* As part of
this action, the EPA proposed to
approve the Plan’s RFP demonstration
for 2014 and 2017, based on a
conclusion that the 2014 and 2017
emissions projections for direct PM, s,
nitrogen oxides (NOx), sulfur dioxide
(SO»), and ammonia (NHj3) reflect full
implementation of the State’s and
District’s Reasonably Available Control
Measures/Reasonably Available Control
Technology control strategy, which
achieves substantial reductions in
emissions of each of these pollutants
over the period covered by the Plan. Id.
at 1835—37. The EPA also proposed to
approve the direct PM, s and NOx
MVEBs for 2014 and 2017, based on a
conclusion that these MVEBs are
consistent with applicable requirements
for reasonable further progress and the
other adequacy requirements. Id. at
1838—41. Finally, in accordance with 40
CFR 93.102(b)(2)(v), the EPA proposed
to find that on-road emissions of volatile
organic compounds (VOC), SO,, and
NHj; are not significant contributors to
the PM, s nonattainment problem in the
SJV area, and accordingly, that
transportation conformity requirements
do not apply for these pollutants in this
area. Id. at 1840.

In PM; s nonattainment areas, the
transportation conformity provisions of
40 CFR part 93, subpart A, apply with
respect to emissions of VOC, SO, and/
or NHj if the EPA Regional
Administrator or the director of the state
air agency has made a finding that on-
road emissions of any of these
precursors within the nonattainment
area are a significant contributor to the
PM; s nonattainment problem and has
so notified the MPO and DOT, or if the
applicable implementation plan (or
implementation plan submission)
establishes an approved (or adequate)
budget for such emissions as part of the
reasonable further progress, attainment
or maintenance strategy. 40 CFR
93.102(b)(2)(v). With respect to VOC,
SO,, and NH3, neither the EPA nor the
State has made a finding that on-road
emissions of any of these precursors are

4 See 80 FR 1816 (January 13, 2015).
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a significant contributor to the PM; s
nonattainment problem in the SJV area,
and neither the approved California SIP
nor the submitted 2012 PM, 5 Plan and
2014 Supplement establish adequate
MVEBs for such emissions as part of an
RFP, attainment or maintenance strategy
for the PM» s NAAQS. Accordingly, the
transportation conformity provisions of
40 CFR part 93, subpart A, do not apply
with respect to emissions of VOC, SO,
or NH; for purposes of the 2006 PM; 5
NAAQS in the SJV.

The provisions of 40 CFR part 93,
subpart A, apply with respect to
emissions of NOx because neither the
EPA nor the State has made a finding
that on-road emissions of NOx within
the SJV nonattainment are not a
significant contributor to the PM, s
nonattainment problem, and because
the 2012 PM, 5 Plan and 2014
Supplement establish adequate budgets
for such emissions as part of the Plan’s
RFP strategy. 40 CFR 93.102(b)(2)(iv).
The provisions of 40 CFR part 93,
subpart A, also apply with respect to
emissions of direct PM, 5 because PM, 5

is a criteria pollutant identified in 40
CFR 93.102(b)(1).

In order to find an MVEB in a
submitted control strategy
implementation plan revision to be
adequate for transportation conformity
purposes, the EPA must find, among
other things, that the motor vehicle
emissions budget(s), when considered
together with all other emission sources,
is consistent with applicable
requirements for reasonable further
progress, attainment, or maintenance
(whichever is relevant to the given
plan). 40 CFR 93.118(e)(4)(iv). Because
the provisions of 40 CFR part 93,
subpart A, apply only with respect to
emissions of NOx and direct PMs s for
purposes of the 2006 PM> s NAAQS in
the SJV area, we have evaluated the
submitted NOx and direct PM, s MVEBs
for consistency with our adequacy
criteria in § 93.118(e)(4). The
commenter’s arguments about NH;
emissions are not germane to our
evaluation of the MVEBs under these
adequacy criteria.

As explained in our January 13, 2015
proposed rule, the 2014 and 2017

MVEBs for NOx and direct PMs 5 in the
2012 PM, s Plan and 2014 Supplement
are consistent with the RFP
demonstration with respect to these
pollutants in the submitted plan. We
find, therefore, that these MVEBs meet
the requirement in 40 CFR 93.118(e)(4)
for consistency with applicable
requirements for RFP in the submitted
plan. We note that our adequacy review
is a cursory review of the SIP and
MVEBs to ensure that the minimum
adequacy criteria are met before a
submitted budget is used in a
conformity determination. This
adequacy finding should not be used to
prejudge the EPA’s final rulemaking
action on the SIP.

In summary, we are announcing our
finding that the motor vehicle emissions
budgets for the years 2014 and 2017
from the 2012 PM, s Plan are adequate
for transportation conformity purposes